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Pfi zavadéni systému managementu kvality maji
byt dodrZzovany kratsi intervaly mezi pfezkouma-
nimi. To umozni podniknout rychla opatfeni jako
odpovéd v téch oblastech, kde se zjistilo, Ze vyZa-
duji zménu systému managementu kvality nebo
jiné pracovni postupy.

4.15.3 Kuvalita a vhodnost pfispévku laboratofe k pédi
0 pacienta musi byt v co nejvé&tsim rozsahu sledo-
vana a objektivné hodnogena.

POZNAMKA Dostupné Gdaje se budou ligit podle druhu
nebo umisténi laboratofe (napf. nemocnicni, ambulantni
nebo simluvni iaborator).

4.15.4 Zjisténi a opaffeni piijata na zakladé pre-
zkoumani vedenim musi byt Zaznamenana a pracovnici
laboratofe musi byt informovani o téchto zjist&nich
a o rozhodnutich pfijatych jako vysledek pfezkou-
méni. Vedeni laboratofe musi zajistit spinéni téchto
opatieni v pfimérené a dohodnuté dobég.

5 Technickeé pozadavky

5.1 Pracovnici

5.1.1 Vedeni laboratofe musi mit organizaéni plan,
personalni politiku a popisy prace, které uréuji kva-
lifikaci a povinnosti vSech pracovnikdl.

§.1.2 Vedeni laboratofe musi udrZovat zaznamy
o adpovidajicim vzdélani a odbomé kvalifikaci, $ko-
leni, zkuSenostech a odborné zplsobilosti viech
pracovnikl. Tyto informace musi byt pfisluSnym
pracovnikdm snadno dostupné a mohou obsahovat;

a) certifikace nebo licence, pokud jsou poZadovany;

b) reference z pfedchozich zaméstnani;

C} popisy prace;

d) zaznamy o daldim vzdélavani a jeho vysledcich;

e) hodnoceni odborné zplsobilosti;

f) predpis pro vypracovani zprav o neekanych uda-
lostech nebo nehodach.

Daldi zéznamy, tykajici se zdravi pracovnikl, a pfi-
stupné opravnénym osobam, mohou obsahovat
zaznamy o expozici pracovnim nebezpedim a zaznamy
o preventivnim o&kovani.

§.1.3 Laboratof musi byt fizena osobou (osobami)
vybavenou(-ymi) vykonnou pravomoci a zplsohilou-ymi)
k pfevzeti odpovédnosti za poskytované sluZby.

POZNAMKA  Zplisobilosti se zde rozumi vysledek zaklad-
niho akademického, postgraduainiho a dal$tho vzdélavani,
stejné jako Ekoleni a zkuSenosti z Fady let prace ve zdra-
votnické laboratori.
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Shorter intervals between reviews should be adopted
when a quality management system is being
established. This will allow early action to be taken
in response to those areas identified as requiring
amendment of the quality management system or
other practices.

4.15.3 The quality and appropriateness of the labo-
ratory's contribution to patient care shall, to the extent
possible, be monitored and evaluated objectively.

NOTE Data available will differ according to laboratory
type or location (e.g. hospital, clinic or referral laboratory).

4.15.4 Findings and the actions that arise from
management reviews shall be recorded, and labo-
ratory staff shall be informed of these findings and
the decisions made as a result of the review. Labo-
ratory management shall ensure that arising actions
are discharged within an appropriate and agreed-
upon time.

5 Technical requirements

51 Personnel

5.1.1 Laboratory management shall have an orga-
nizational plan, personnel policies and job descriptions
that define qualifications and duties for all personnel.

5.1.2 Laboratory management shall maintain records
of the relevant educational and professional qualifi-
cations, training and experience, and competence
of all personnel. This information shall be readily
available to relevant personnel, and may include:

a) certification or license, if required;

b) references from previous employment;

¢} job descriptions;

d) records of continuing education and achievements;
e) competency evaluations;

f) provision for untoward incident or accident reports.

Other records available to autherized persons relating
to personnel health may include records of exposure
to occupational hazards and records of immuni-
zation status.

5.1.3 The laboratory shali be directed by a person
or persons having executive responsibility and the
competence fo assume responsibility for the services
provided.

NOTE Compefence is here understood as the product
of basic academic, postgraduate and continuing education,
as well as training and experience of several years in
a medical laboratory.

5.1.4 Odpovédnosti vedouciho laboratore nebo
osoby povéfené fouto funkci musi zahrmovat odbomé,
védecké, konzultaéni nebo poradenské, crganizaéni,
administrativni a vzdéiavaci zaleZitosti. V8echny tyto
¢innosti se musi vztahovat ke sluZzbam poskyto-
vanym laboratofi.

Vedouci laboratoie nebo osoby povérené jednotli-
vymi Okoly maji mit odpovidajici Skoleni a vzdé-
lani, aby byly schopny pievzit tyto odpovédnosti:

a) poskytovat-rady osobam pozadupmm informace
k vybéru zkousek, pouZivani laboratornich slueb
a intepretaci laboratornich Gdajl;

b} aktivné plsobit jako &len(-ové) lékaiského sboru
v zafizenich, jimz laboratoi’ poskytuje sluzby, pokud
je to mozné a vhodné;

¢) udrzovat kontakt uélnné spolupracovat (véetné
smiuvnich vztaht, pokud je to nezbytné) s (se):

1) odpovidajicimi akreditaénimi a regulaénimi
institucemi;

2) prislusnymi spravnimi Gfedniky;
3} zdravotnickou verejnostl

4) pacienty, jimZ jsou siuzby uré ny,'

d) stanovit, zavést a sledovat normy provozovani
a zlepsovani kvality sluzby nebo sluZeb zdra-
voinicke laboratofe;

e) zavest system managementu kvality (pokud je
to vhodné, maji se vedouci laboratofe a c
pracaovnici laboratofe G&astnit jako c[enov

komisi zdravotnického zafizeni pro zlepsov ni

kvality);

f) sledovat veSkerou praci laboratofe, aby bylo mozno
potvrdit, Ze ziskané Odaje jsou spolehlive;

g) zajitovat dostatek kvalifikovanych pracovniki

s odpovidajicim dokumentovanym zaSkolenim-
a zkudenostmi tak, aby byly zajistény potieby.

laboratofe;

h) planovat, stanovovat cile, rozvijet a umistovat zdroje
tak, aby to odpovidalo podminkam zdravotnictvi;

i) poskytovat lUginné a dobfe fungujici sluzby zdra-
votnické laboratofe, vCetné plancvani afizeni
rozpodiu spolu s odpovédnym financnim manage-
mentem, v souladu s rozdélenim téchto odpovédnosti
ve zdravotnickém zafizeni;

j) poskytovat vyukoveé programy pro zdravotnicke
a laboratorni pracovniky a podilet se na vyuko-
vych programech zdravotnického zafizeni;

k) planovat a fidit vyzkum a vyvoj prislusny danému
zdravotnickému zafizeni;

[} wvybirat a sledovat kvalitu sluzeb v8ech smiluvnich
laboratofi;
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5.1.4 The responsibilities of the laboratory director
or designees shall include professional, scientific,
consultative or advisory organizational, adminisirative
and educational matters. These shall be relevant
to the services offered by the laboratory.

The laboratory directar or designees for each task
should have the appropriate training and background
to be able to discharge the following responsibilities:

a) provide advice to those requesting information
about the choice of tests, the use of the labo-
ratory service and the interpretation of laboratory
data;

b) serve as an active member(s) of the medical
staff for those facilities served, if applicable and
appropriate;

c) relate and function effectively (including contractual
arrangements, if necessary), with

1) applicable accrediting and regulatory agencies,

2) appropriate administrative officials,
3) the healthcare community, and
4) the patient population served,;

d) define, implement and monitor standards of perfor-
mance and quality improvement of the medical
laboratory service or services;

g) implement the quality management system (the
laboratory director and professional laboratory
personnel should participate as members of the
various quality improvement committees of the
institution, if applicable);

f} monitor all work performed in the laboratory to
determine that reliable data are being generated;

ensure that there are sufficient qualified personne!
with. adequate documented fraining and experience
:meet the needs of the laboratory;

h) plan, set goals, develop and allocate resources
appropriate to the medical environment;

i) provide effective and efficient administration of
ical laboratory service, including budget
ébntrol with responsible financial
ent, in accordance with institutional
assignment of such responsibilities;

i} provide educational programs for the medical
and laboratory staff and participate in educational
programs of the institution;

K) plan and direct research and development appro-
priate to the facullty,

I) select and monitor all referral laboratories for
quality of service;
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m) postarat se o bezpeéné prostiedi laboratofe ve
shodé se spravnou laboratorni praxi a pouZitel-
nymi pfedpisy;

n) vyfizovat vdechny stiznosti, Zadosti & navrhy
uzivatelll laboratornich sluzeb:

0) starat se o dobrou moralku zaméstnancd.

Vedouci laboratofe nemusi vykonavat vdechny
povinnosti osobné. Presto vSak zlistava odpovéd-
nym za celkovy chod a spravu laboratofe a zajisténi
kvality sluzeb poskytovanych pacientlim.

5.1.5 K provadéni pozadovanych praci a k plnéni
ostatnich funkci systému managementu kvality musi
byt k dispozici odpovidajici personalni zdroje.

5.1.6 Pracovnici musi mit zvlastni Skoleni pro
zaji3téni a fizeni kvality nabizenych sluZeb,

5.1.7 Vedeni laboratofe musi zmocnit pracovniky
K provadéni jednotlivych (kold, jako jsou odbéry
vzorkl, vySefieni a &innosti jednotlivych druhil zafi-
zeni, vetné pouzivani poditall v laboratornim infor-
macnim systému (viz pfiloha B).

5.1.8 Musi byt stanovena pravidia, ktera urduji,
kdo miiZe pouZivat poditatovy systém, kdo ma piistup
k tdajim o pacientech a kdo je opravnén vkladat
a ménit vysledky pacienta, opravovat faktury nebo
ménit pocitadové programy (viz piilochy B a C).

5.1.9 Pro v3echny Grovné pracovnik musi byt
zaveden program pritb&Zného vzdélavani.

5.1.10 Pracovnici musi byt Skoleni k pfedchazeni
nebo zviadani nasledkll nepfiznivych udalosti.

5.1.11 Zplsobilost kaZdé osoby k provadéni piidé-
lenych dkold musi byt hodnocena po Skoleni a nasledné
periodicky. Jestlize je to nezbytné, musi byt pro-
vedeno opakaované $koleni a hodnoceni.

51112 Pracovnici, ktefi vypracovavaji odbomé posudky
k vySetfenim, musi mit pouZitelné teoretické i praktické
zaklady, jakoZ inejnovéjsi zku$enosti. Odborne
posudky mohou mit formu nazoril, interpretaci,
predpovédi, simulaci 2 modelll a &iselnych hodnot,
amély by byt v souladu s narodnimi, regionalnimi
a mistnimi pfedpisy. Pracovnici se musi podilet na
svém pravideiném odborném rozvoji a na dalSich
odbornych kontaktech.

5.1.13 Vsichni pracovnici musi dodrZovat zasadu
dlivérnosti informaci o pacientech.

m) implement a safe laboratory environment in
compliance with good practice and applicable
regulations;

n) address any complaint, request or suggestion
from users of laboratory services;

0) ensure good staff morale.

The laboratory director need not perform all respon-
sibilities personally. However, it is the laboratory
director who remains responsible for the overall
operation and administration of the laboratory, for
ensuring that quality services are provided for patients.

5.1.5 There shall be staff resources adequate to
the undertaking of the work required and the carrying
out of other functions of the quality management
system.

5.1.6 Personnel shall have training specific to quality
assurance and quality management for services
offered.

$.1.7 Laboratory management shall authorize
personnel to perform particular tasks such as
sampling, examination and operation of particular
types of equipment, including use of computers in
the laboratory information system (see Annex B).

5.1.8 Policies shall be established which define
who may use the computer system, who may access
patient data and who is authorized to enter and
change patient results, correct billing or modify computer
programs (see Annexes B and C).

5.1.9 There shall be a continuing education program
available to staff at all levels.

5.1.10 Employees shall be trained to prevent or
contain the effects of adverse incidenis.

5.1.11 The competency of each person to perform
assigned tasks shall be assessed following training
and periodically thereafter. Retraining and reassessment
shall occur when necessary.

5112 The personnel making professional judgements
with reference to examinations shall have the
applicable theoretical and practical background as
welt as recent experience. Professional judgements can
be expressed as opinionis, interpretations, predictions,
simulations and medels and values and should be in
accordance with national, regional and local regu-
lations. Personnel shall take part in regular professional
development or other professional liaison,

5.1.13 Confidentiality of information regarding patients
shall be maintained by all personnel.

5.2 Umisténi a podminky prostiedi

5.2.1 Laboratof musi byt umisténa v takovych pro-
storach, které umoZiuji pinéni jejich pracovnich
Gkolll bez ohroZeni kvality prace, postupll fizeni
kvality, bezpecénosti pracovnik(i nebo sluzeb péée
o pacienta. Vedouci laboratofe musi urdéit pfimeé-
fenost téchto prostor(t. Rozsah zdrojii musi posta-
covat kzajiéténi cinnosti laboratofe. Laboratorni
Zdroje-.musi..byt udrZovany v provozuschopném
a spolehlivém stavu. Obdobné podminky by mély
byt vytvofeny pro odbér primamich vzorkd a pro
vySetfovani na jinych mistech neZ je stalé sidio
laboratofe.

5.2.2 Laboratof musi byt navrzena k efektivnimu
vykonavani své &innosti, optimalnimu pohodli jejich
uZivatelll a k minimalizaci=rizika drazu a chorob
z povolani. Pacienti, pracovnici a navitédvnici musi
byt chranéni pfed znamymi nebezpetimi.

5.2.3 Jestlize jsou k dispozici samostatngd mista
pro odbér primarnich vzorkil je tfeba, vedie opti-
malizace podminek odbéru, brat ohied na pohodli
a soukromi pacient(; a na_ i
nevolnosti.

5.2.4 Navrh a prostfedi laboratofe musi byt vhodné
pro Gkoly, které se v ni provadéji. Podminky pro-
stiedi, vnémz se odebiraji primarni vzorky nebo
v némz se provadi vySetfovani, nebo oboji, nesmi
znehodnocovat vysledky nebo negatt\me ovllv" t
poZadovanou kvalitu kteréhokoliv mere ;

Laboratorni £ast vyhraZzena pro vySetfovani ma
umoziiovat jejich spravné provadéni. To zahrnuje
minimalné zdroje energie, osvétleni, vétrani, vodu,
odstrafiovani odpadu a podminky pracovniho prostiedi.
Laboratof by méla mit vypracovany postupy pro
zZjidténi, zda prostfedi neovliviiuje nepfiznivé odbér
vzork( a zafizeni.

5.2.5 Laborator musi sledovat, kontrolovat a zazna-
menavat podminky prostredi podle poZadavk( pfi-
slusnych predpisl nebo tam, kde by mohly ovlivnit
kvalitu vysledkl. Pozomnost je tfeba vénovat sterifits,
pradnosti, elektromagnetickému rudeni, zafeni, vihkosti,
dodavce elektiiny, teploté a Grovni hiuku a vibraci
podle doty&nych technickych &innosti.

5.2.6 Prilehlé ¢asti laboratofe, v nichz se provadgji
neslucitelné €innosti, musi byt G&inné oddéleny.
Musi byt pfijata takova opatieni, aby se predeslo
vzajemné kontaminaci.

PRIKLAD Tam, kde vydetiovaci postupy predstavuji
nebezpedi (prace s mykobakteriemi, s radionuklidy, apod.);
kde prace by mohla byt ovlivnéna nebo narusSena nedo-
state€nym oddélenim, jako napi. amplifikace nukieové
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5.2 Accommodation and environmental
conditions

5.2.1 The laboratory shall have space allocated
so that its workioad can be performed without
compromising the quality of work, quality control
procedures, safety of personnel or patient care
services. The laboratory director shall determine
the adequacy of this space. The resources shall
be of a degree necessary to support the activities
of the laboratory. Laboratory resources shall be
maintained in a functional and reliable condition.
Simitar provisions should be made for primary sample
collection and examinations at sites other than the
permanent laboratory facility.

5.2.2 The laboratory shall be designed for the
efficiency of its operation, to optimize the comfort
of its occupanis and to minimize the risk of injury
and occupational illness. Patients, employees and
visitors shall be protected from recognized hazards.

5.2.3 When primary sample collection facilities
are provided, consideration shall be given to the
accommodation of patient disabilities, comfort and
privacy, in addition to the optimization of collection
conditions.

5.24 The laboratory design and environment shall
be suitable for the tasks carried out therein. The
envirenment in which the primary sample collection
or examinations or both are undertaken shall not
invalidate the results, or adversely affect the required
quality, of any measurement.

Laboratory facilities for examination should permit
correct performance of examinations. These include,
but are not limited to, energy sources, lighting,
ventilation, water, waste and refuse disposal, and
environmental conditions. The laboratory should have
procedures for checking that the environment does
ot-adversely affect the performance of specimen
collection and equipment.

§5.25 The laboratory shall moniior, control and record
environmental conditions, as required by relevant
specifications or where they may influence the
quality of the results. Aftention should be paid to
sterility, dust, electromagnetic interference, radiation,
'supply, temperature and scund
and vibration levels, as appropriate to the technical
activities concerned.

5.26 There shall be effective separation between
adjacent laboratory sections in which there are
incompatible activities. Measures shall be taken to
prevent cross-contamination:

EXAMPLE Where examination procedures pose a hazard
{mycobacterioclogy, radionuclides etc.); work could be
affected or influenced by not being separated, such as
nucleic acid ampilifications; an environment conducive to



Se souhlasem UNMZ vytisknul - e-Business Services a.s. - Katerina Holasova
Neopravnene rezmnozovani nebo rozsirovani norem je v rozporu se zakonem !

CSN EN IS0 15189

kyseliny; kde se vyZaduje klidné a nerusené prostiedi,
napf. pii cytopatologickém screeningu; tam, kde prace
vyZaduje fizené prostfedi, jako napf. u velkych pogita-
Eovych systémi.

5.2.7 Vsiup do prostort, které oviiviiuji kvalitu
vySetfovani, a jejich vyuZivani, musi byt fizen. Je
tfeba ucinit pfislusna opatfeni k ochrané vzorki
a zdrojll pred neopravnénym pfistupem.

5.2.8 Komunikaéni systémy uvniti' laboratofe musi
odpovidat velikosti a komplexnosti laboratofe a potfebé
a¢inneho pfenosu zprav.

5.2.2 Musi byt k dispozici odpovidajici skladovaci
prostory a podminky pro zajisténi trvalé neporu-
Senosti vzork{, podloZnich sklicek, histologickych
preparat, uchovavanych mikroorganismi, dokumentt,
dokumentace, navodd, zafizeni, Ginidel, laborator-
nich material(, zaznamu a vysledki.

§.210 Pracovni prostory musi byt &isté a dobie
udrZované. Skladovani a odstraitovani nebezpeénych
materialdl se musi fidit pfisludnymi pfedpisy.

V laborateii musi byt pfijata opatieni k zajisté&ni
peclivého Oklidu. K tomu mohou byt nezbytné zviasini
postupy a zacvik zaméstnanci.

5.3 Laboratorni zafizeni

POZNAMKA Pro éely této mezinarodni normy se,
podie UZelu, mezi laboratorni zafizeni zahmuji pfistroje,
referendni materialy, spotfebni materialy, &inidla a ana-
lytické systémy.

5.3.1 Laboratof musi byt vybavena veSkerym zafi-
zenim potfebnym k poskytovani sluzeb (véetné
odbéru primarnich vzorkll, pfipravy a zpracovani
vzorkll, vySeffovani a skladovani). V t&ch piipadech,
kdy laboratof potfebuje vyuZit pfistroje, které nema
pod stalou kontrolou, musi vedeni laboratofe zabez-
pecit spinéni poZadavkil této mezinarodni normy.

Pii vybéru zafizeni se ma brat zietel na spotfebu
energie ana budouci likvidaci odpadu (ochrana
Zivotnihe prostiedi).

6.3.2 Zafizeni musi prokazat, Ze je schopno (pfi
instalaci a v b&Zném provozu) dosahovat poZzado-
vaneé G&innosti a musi spliiovat specifikace tykajici
se pfislusnych vySetieni.

Vedeni laboratofe musi vypracovat program pra-
videlného sledovani a prokazovani spravné kalibrace
a funkce pfistrojli, &inidel a analytickych systéma.
Musi také mit dokumentovany a zaznamenany pro-
gram preventivni Udrzby {viz 4.2.5), ktery se fidi
minimainé doporuéenimi vyrobce.

quiet and uninterrupted work is required, such as for

cytopathology screening; or where work requires a controlled
environment, such as for large computer systems.

5.2.7 Access to, and use of, areas affecting the quality
of the examinations shall be controlied. Appropriate
measures shall be taken o safeguard samples and
resources from unauthorized access.

5.2.8 Communication systems within the laboratory
shall be those appropriate to the size and complexity of
the facility and the efficient transfer of messages.

5.29 Relevant storage space and conditions shall
be provided to ensure the continuing integrity of
samples, slides, histology blocks, retained micro-
organisms, documents, files, manuals, equipment,
reagents, laboratory supplies, records and results.

5210 Work areas shall be dlean and well maintained.
Storage and disposal of dangerous materials shall
be those specified by relevant regulations.

Measures shall be taken to ensure good house-
keeping in the laboratory. Special procedures and
training for personnel could be necessary to that
end.

5.3 Laboratory equipment

NOTE For the purpose of this International Standard,
instruments, reference materials, consumables, reagents
and analytical systems are included as laboratory equipment,
as applicable.

8.3.1 The laboraiory shall be furnished with all
items of equipment required for the provision of
services (including primary sample collection, and
sample preparation and processing, examination
and storage). In those cases where the laboratory
needs to use equipment outside its permanent control,
laboratory management shall ensure that the
requirements of this International Standard are met.

When selecting equipment, account should be taken
of the use of energy and future disposal (care of
the environment).

5.3.2 Equipment shall be shown (upon installation
and in routine use) to be capable of achieving the
performance required and shall comply with specifi-
cations relevant fo the examinations concerned.

Laboratory management shall establish a programme
that regularly monitors and demonstrates proper
calibration and function of instruments, reagents and
analytical systems. It shall also have a documented
and recorded programme of preventive maintenance
(see 4.2.5), which, at a minimum, follows the manu-
facturer's recommendations.

Jsou-li k dispozici navody od vyrobce, pracovni pii-
ru¢ky nebo daldi dokumentace, mohou byt vyuzity
pro stanoveni poZadavkil na shodu s odpovida-
jicimi normami nebo pro specifikaci poZzadavkll na
periodickou kalibraci, podie okolnostf, aby byly tyto
poZadavky ¢aste€né nebo zcela spinény.

6.3.3 KaZda poloZka zafizeni musi byt jednoznaéné
ostitkovana, cznacena, nebo jinak identifikovana.

5.3.4 .Pro_kazdou poloZku zafizeni, které se podili
na postupu vyéetfovam musi byt vedeny zaznamy.
Tyto zaznamy musi obsahovat alespoii;

a) identifikadni oznaceni poloZky zafizeni;

b) jméno vyrobce, typoveé oznaceni a sériové &islo
nebo jinou jednoznaénou identifikaci;

c) kontaktni osob""“'vyrobce a pokud je to vhodné
i telefonni &islo; ™

d) datum pfevzeti a datum uvedeni do provozu;
e) scucasné umisténi, pokud je to vhodné;
f) stav pii pfijeti (napf. novy, pouzity, renovovany);

g) navody vyrobce, jsou-li k
na jejich uloZeni; "

h} zéznamy o funkci zafizeni, které potvrzuji jeho
pouzitelnost;

i} provedena a v budoucnhosti planovana Udrzba;

i poékozem Spatna funkce, Upravy nebo"";pravy::s_

zafizeni;
k) predpokladané datum nahrady, pokud je to mozné.

Zaznamy o funk€nosti podle bodu h) maji obsaho-
vat kopie zprav/certifikaci o viech kalibracich a/nebo
ovéfenich véetné dat, éasu a vysledkil, sefizeni,
kritérii pruatelnostl a datum pfisti povinné kalibrace
a/nebo ovéfeni, spolu s Getnosti kontrol mezi Gdrzbou
nebo kafibraci, podle okolnosti, aby byly tyto poZa-
davky ¢asteéné neho zcela spinény. Pro stanoveni
kritérii plijatelnosti, postup(l a etnosti ovéfeni pro
ddrzbu nebo kalibraci, nebo obou podie vhodnosti,
mohou byt pouZity navody vyrobce, aby byly tyto
pozadavky &astecné nebo zcela spinény.

Tyto zaznamy se musi uchovavat a musi byt snadno
dostupné po dobu Zivotnosti zafizeni nebo po jakou-
koliv dobu poZadovanou narcdnimi, regionalnimi
nebo mistnimi piedpisy.

5.3.5 Zafizeni smi obsluhovat pouze opravnéni
pracovnici. Aktualizované navody k pouZiti a Gdrzbé
zafizeni (v&etné vech pfislusnych pfirucek a smémic
k pouziti dodanych vyrobcem zafizeni) musi byt
laboratornim pracovnikiim snadno dostupné.
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When manufacturer's instnictions, operator's manuals
or other documentation are available, they may be
used to establish requirements, for compliance with
relevant standards or to specify requirements for
periodic calibration, as appropriate, to fulfit part or
all of this requirement.

5.3.3 Each item of equipment shall be uniquely
labelled, marked or otherwise identified.

5.3.4 Records shall be maintained for each item

of equipment contributing to the performance of

examinations. These records shall include at least

the following:

a) identity of the equipment;

b) manufacturer's name, type identification and serial
number or other unigue identification;

¢} manufaciurer's contact person and telephone
number, as appropriate;

d) date of receiving and date of putting info service;

e) current location, where appropriate;

f) condition when received {e.g. new, used or recon-
ditioned);

g) manufacturer's instructions, if available, or reference
to their retention;

h} equipment performance records that confirm
the equipment’s suitability for use;

iy maintenance carried out and that planned for
the future;

J) damage to, or malfunction, modification or repair,
of the equipment;

k) predicted replacement date, if possible.

The performance records referred to in h) should
include copies of reports/certificates of all calibrations
and/or verifications including dates, time and resuits,
adjustments, the acceptance criteria and due date

- of the.next calibration and/or verification, together

with the frequency of checks carried out between
maintenance/calibration, as appropriate, to fulfil part or
all of this requirement. Manufacturer's instructions may
be used to establish acceptance criteria, procedures
and frequency of verification for maintenance or
calibration or both, as appropriate, to fulfil part or
all of this:requirement.

These records shall be maintained and shall be
readily available for the life span of the equipment
or for any time period required by national, regicnal
and local regulations.

56.3.5 Equipment shall be operated by authorized
personnel only. Up-to-date:instructions on the use
and maintenance of equipment (including any relevant
manuals and directions for use provided by the
manufacturer of the equipment) shall be readily available
to laboratory personnel.
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5.3.6 Zafizeni musi byt udrZovano v bezpeéném
provoznim stavu. To musi zahmovat zkouSeni elekirické
bezpednosti, zafizeni pro nouzoveé vypnuti a bezpeéné
zachézeni a likvidaci chemickych, radioaktivnich a bio-
logickych materiall opravnénymi osobami. Pokud je
to vhodné, musi se pouzit pfedpisy nebo navody
vyrobce, nebo oboji.

6.3.7 Kdykoliv se na zafizeni projevi porucha, musi
byt vyfazeno z provozu, zfetelné oznaceno a vhodnym
zpusobem skiadovano, dokud se neopravi a dokud
se pomoci kalibrace, ovéfeni nebo zkouseni nepro-
kaZe, Ze spliuje stanovena piejimaci kritéria. L.abo-
ratof’ musi zkoumat, jaky vliv méia tato porucha na
pfedchozi vyZeffeni a dale postupovat podle bodu 4.9.
Laborato musi pfijmout pfiméfena opatfeni k dekon-
taminaci zafizeni pfed jeho udrZbou, opravou, nebo
vyfazenim.

§.3.8 Osobam pracujicim se zafizenim musi byt
poskytnut seznam opatfeni, ktera byla ucinéna pro
omezeni kontaminace. Laboratof musi poskytnout
vhodny prostor pro opravy a pfisluéné asobni ochranné
pomiicky.

5.3.9 Zafizeni, které je pod kontrolou laboratofe
a vyZaduje kalibraci nebo ovéfeni, musi byt vidy,
kdy je to proveditelné, oznageno Stitkem nebo jinak
okddovano, aby byl zjevny stav jeho kalibrace nebo
ovéfeni, a datern, kdy je nutné provedeni rekalibrace
nebo nové ovéfeni.

5.3.10 Jestlize bylo zafizeni pfemisténo mimo pfimou
kontrolu laboraiofe, nebo je opravovano nebo pie-
dano do servisu, musi laboratof pfed jeho novym
uvedenim do provozu zajistit, aby bylo pfezkouseno
a prokazala se jeho uspokajiva funkce.

5.3.11 Jsou-li ke sbéru, zpracovavani, zapisovani,
podavani zprav, skladovani nebo opétnému vyhle-
davani Udaji o vySetieni pouZzivany poéitaée nebo
automatické vySetiovaci pfistroje, musi laborator
zarugit, aby:

a) potitaCovy software, véetné toho, jenz je sou-
&asti pfistrojli, byl dokumentovan a jako vyhovujici
pro pouZiti v daném zafizeni vhodnym zpliso-
bem validovan;

b} byly stanoveny a zavedeny postupy pro nepfe-
tritou ochranu integrity udajd;

¢) byla provadéna Udrzba pocitadt a automatickych
pfistrojll k zaji$téni jejich spravné funkce a udr-
Zovano prostiedi a provozni podminky pro zacho-
vani integrity adajll;

d) poditatové programy a b&zné postupy byly pfi-
méfené chranény pfed pristupem, zménami nebo
zniéenim nahodile pfitomnymi nebo nepovola-
nymi osobami.

Viz také pfilcha B.

5.3.6 Equipment shall be maintained in a safe
working condition. This shall inciude examination
of electrical safety, emergency stop devices and the
safe handling and disposal of chemical, radioactive
and biological materials by authorized persons. Manu-
facturer's specifications or instructions or both shall
be used, as appropriate.

5.3.7 Whenever equipment is found to be defective, it
shall be taken out of service, clearly labelled and
appropriately stored until it has been repaired and
shown by calibration, verification or testing to meet
specified acceptance criteria. The laboratory shall
examine the effect of this defect on previous exa-
minations and institute the procedure given in 4.9.
The laboratory shall take reasonable measures to
decontaminate equipment prior to service, repair
or decommissioning.

5.3.8 A list of the measures taken to reduce conta-
mination shall be provided to the person working on
the equipment. The laboratory shall provide suitable
space for repairs and appropriate personal protective
equipment.

5.3.% Whenever practicable, equipment under the
control of the laboratory which requires calibration
or verification shall be labelled or otherwise coded
to indicate the status of calibration or verification
and the date when recalibration or reverification is
due.

5.2.10 When equipment is removed from the direct
control of the laboratory or is repaired or serviced,
the laboratory shall ensure that it is checked and
shown to be functioning satisfactorily before being
returned to laboratory use.

§.3.11 When computers or automated examination
equipment are used for the collection, processing,
recording, reporting, storage or retrieval of exami-
nation data, the laboratory shall ensure that

a) computer software, including that built into equipment,
is documented and suitably validated as adequate
for use in the facility,

b} procedures are established and implemented
for protecting the integrity of data at all times,

c) computers and automated equipment are maintained
to ensure proper functioning and provided with
environmental and operating conditions necessary
for maintaining the integrity of data, and

d) computer programmes and routines are adequately
protected to prevent access, alteration or destruction
by casual or unauthorized persons.

See also Annex B.

5.3.12 Laboratof musi mit postupy pro bezpetne
zachazeni, dopravu, skladovani a pouZivani zafizeni,
aby se predeslo jeho kontaminaci nebo podkozeni.

5.3.13 Dojde-li vdisledku kalibrace ke vzniku
souboru korekénich faktorti, musi laboratof dispo-
novat postupy pro zajisténi nalezité aktualizace
kopii uvadéjicich predchazejici korekéni faktory.

5.3.14 Zafizeni, vEetné hardware, software, refe-
bnich materialll, inidel a analytickych
systemu musi byt zabezpedeno pfed nastavova-
nim nebo manipulaci, které by mohly znehodnotit
vysledky vySetfeni.

5.4 Postupy predchazejici vySetfeni

5.4.1 Zadanka musi obsahovat informace posta-
&ujici pro identifikaci” ‘pacienta a opravnéného Zada-
tele a musi poskytovat odpovidajici klinické adaje.
Musi byt pouZity narodni, regionalni nebo mistni
poZadavky.

Zadanka nebo jeji elektronicky ekvivalent ma mit
dostatek mista pro uvedeni minimalné téchto Gdaji:

a) jednozna&né Edentiﬁkac&.pé

b} iména nebo jiného jednoznacného identifikatoru
lekare nebo jiné osoby legalné opravnéné poza-
dovat vySeffeni nebo pouzivat lekai'ské informace
pfedurené pro zpravu; jako soutast Zadanky
ma byt uvedena {aké adresa klinického Zadatele;

¢) druhu primarniho vzorku a pokud jé o vhodné

i tkafoveho plvodu vzorku;
d) poZadovanych vySetieni;

e) piislusnych Klinickych informaci o pacientovi, které
maji pro Udely interpretace uvadét alespon pohlavi
a datum narozeni;

f) data a éasu odbéru primarniho vzorku;
g) data a casu pfijeti vzorku laboratofi.

Format Zadanky (napf. elektronicka nebo papirova)
a zpiisob, jakym maiji byt poZadavky laboratofi sdé-
lovany, maji vzejit z diskuse s uZivateli laboratomnich
sluzeb.

5.4.2 Vedeni laboratofe musi dokumentovat a zavest
zvlastni navody pro spravné odebirani primarnich
vzorkll a zachazeni s nimi (viz 4.2.4) a zpfistupnit
je osobam odpovédnym za odbér primarnich vzorki.
Tyto navody musi byt souasti priruéky pro odbér
primarnich vzork(.
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5.3.12 The laboratory shall have procedures for
safe handling, transport, storage and use of equipment,
to prevent its contamination or deterioration.

5.3.13 Where calibrations give rise to a set of
carrection factors, the laboratory shall have procedures
for ensuring that copies of prior correction factors
are correctly updated.

5.3.14 Equipment, including hardware, scoftware,
reference materials, consumables, reagents and
analytical systems shall be safeguarded from
adjustments or tampering that might invalidate
examination results.

5.4 Pre-examination procedures

5.4.1 The request form shall contain information
sufficient to identify the patient and the authorized
requester, as well as providing pertinent clinical
data. National, regional or local requirements shall

apply.

The request form or an electronic equivalent should
allow space for the inclusion of, but not be limited
to, the foliowing:

a) unique identification of the patient;

b} name or other unique identifier of physician or cther
person legally authorized to request examinations
or use medical information together with the
destination for the report; the requesting clinician’'s
address should be provided as part of the request
form information;

c) type of primary sample and the apatomic site of
origin, where appropriate;

d} examinations requested,;

e} clinical information relevant to the patient,
which should include gender and date of birth,
s.a-minimum, for interpretation purposes;

" f} daté'and time of primary sample collection;

g) date and time of receipt of samples by the labo-
ratory.

The format of the request form {e.g. electronic or
paper) and the manner in which requests are to be
communicated to'the laboratory should be deter-
mined ‘in “discussion with the users of lahoratory
services.

5.4.2 Specific instructions for the proper collection
and handling of primary samples shall be docu-
mented and implemented by laboratory management
(see 4.2.4) and made available to those responsible for
primary sample collection; These instructions shall
be contained in a primary sample collection manual.
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5.4.3 Prirucka pro odbér primarnich vzorki musi
obsahovat tyto polozky:

a) kopie nebo odkazy na:

1) seznamy nabizenych dostupnych laborator-
nich vySetfeni;

2) formulafe prohlaSeni o souhlasu, pokud to
pfipada v Gvahu;

3) informace a navody pfedavané pacientim
ohledné jejich osobni pfipravy pied odbérem
primarniho vzorkuy;

4) informace pro uzivatele laboratornich siuzeb
0 zdravotnich indikacich a spravném vybéru
dostupnych postup);

b) postupy pro:

1) pfipravu pacienta (napf. navody pro peéova-
tele a odbérove sestry);

2) identifikaéni oznaCeni primarniho vzorkuy;

3) odbér primarniho vzorku {(napf. venepunkei,
koznim vpichem, odbér krve, moéi nebo jiné
t8lesné tekutiny) s popisy nadobek pro primami
vzorky a vBechny nezbytné piidavky;

¢) navody pro:

1) vyplnéni formulafe zadosti nebo elektronické
formy Zzadanky,

2) druh & mnoZstvi primarniho vzorku, ktery ma
byt odebran;

3} zviastni nacasovani odbéru, pokud je poZa-
dovano;

4) potfebu jakéhokoliv zvlastniho zachazeni se
vzorkem v dob& mezi adbérem a piijetim vzorku
laboratofi {(poZadavky na dopravu, chiazeni,
zahfivani, neprodiené dodani, apod.);

§) oznacovani primarnich vzorku titky;

6) klinické informace (napf. pfedchozi podani
lekd);

7) podrobnou pozitivni identifikaci pacienta, jemuz
byt primarni vzorek odebran;

8) zaznam totoZnosti osoby provadéjici odbér
primarniho vzorku;

9) bezpeéne odstranovani materidll pouZitych
pfi odbéru;

d) instrukce pro:
1) skladovani jiz vySetfenych vzork(;

2) casove rozpéti, ve kterém je moZno poZadovat
dodatecna vySetieni;

3) dodate€na vysetieni;

4) opakovani vySetfeni kviii analytické chybé
nebo dalsi vySetfeni stejného primamiho vzorku.

5.4.3 The primary sample collection manual shall
include the following:

a) copies of or references to

1) lists of available laboratory examinations
offered,

2) consent forms, when applicable,

3} information and instructions provided to patients
in relation to their own preparation before
primary sample coilection,

4) information for users of laboratory services
on medical indications and appropriate selection
of available procedures;

b) procedures for

1) preparation of the patient (e.g. instructions
to caregivers and phiebotomists),

2) identification of primary sample, and

3) primary sample collection (e.g. phiebotomy,
skin puncture, blood, urine and other body
fiuids), with descriptions of the primary sample
containers and any necessary additives;

c) insiructions for
1) completion of request form or electronic request,

2) type and amount of the primary sample {o be
collected,

3) special timing of collection, if required,

4) any special handling needs between time of
collection and time received by the laboratory
(transport requirements, refrigeration, warming,
immediate delivery, etc.),

5) labelling of primary samples,

6) clinical information (e.g. history of admini-
stration of drugs),

7) positive identification, in detail, of the patient
from whom a primary sample is collected,

8) recording the identity of the person collecting
the primary sample, and

9) safe disposal of materials used in the collection;

d} instructions for
1) storage of examined samples,

2) time Emits for requesting additional exami-
nations,

3) additional examinations,

4) repeat examination due to analytical failure
or further examinations of same primary sample.

S

5.4.4 Pfirucka pro odbér primarnich vzorkii musi
byt soucasti systému fizené dokumentace (viz 4.3.1).

54.5 Primami vzorky musi byt bézné sledovatelné
pomoci Zadanky aZ k identifikovatelnému jedinci.
Primarni vzorky, které nejsou spravné oznaceny,
nesmi byt piijaty nebo v laboratofi zpracovany.

Vznikne-li nejistota ohledné identifikace primarniho
vzorku nebo analyty v tomto vzorku jsou nestabilni
{(iquor, biopsie, apod.} a jedna-li se o nenahradi-
telny nebo kriticky primarni vzorek, miiZe laboratof
piistoupit k jeho zpracovani, ale vysledky nesmi uvolnit,
dokud poZadujici lékai nebo osoba odpovédna za
odbér primarniho vzorku neprevezme odpovédnost
Za identifikaci a pfijeti vzorku nebo za poskyinuti
spravné informace, nebo vi8eho soucasné. V tako-
vém pfipadé ma byt na Zadance podpis nebo ma
byt vysledovatelna oscha piebirajici odpovédnost
za identifikaci primarniho vzorku. Jestlize z jakého-
koliv divodu neni tento poZadavek spinén a vySetieni
jiZ bylo provedeno, ma byt odpovédna osoba uve-
dena ve zprave, Také vzorky odloZené stranou pro
budouci vy3etiovani (napf. antivirové protilatky, meta-
bolity odpovidajici prisluSnému klinickému syndroms)
maji byt identifikovateine.

§4.6 Laboratof musi sledovat dopravu vzork( do
laboratofe tak, aby vzorky byly dopraveny:

a) v Case odpovidajicim povaze pozadovanych vySe-
tfent a laboratornimu oboru, o néjz se jedna;

h) vrozmezi teplot specifikovaném v pfirucce pro
odbér primamich vzork(} a s uréenymi konzervatnimi
latkami, které zajisti neporusenost vzorkd;

c) zplsobem, ktery zajisti bezpeénost dopravce,
vefejnosti a pifjimajici laboratof'e ve shodé s nérod-
nimi, regionainimi nebo mistnimi pfedpisy.

5.4.7 Vs3Sechny piijaté primarni vzorky musi byt
zapsany v knize pfijm0Q, v pracovnim archu, v poéitadi
nebo jiném podobném systému. Musi se zapsat datum
a Cas piijeti a také jmeéno piijimajiciho pracovnika.

5.4.8 Musi byt vypracovana adokumentovana
kritéria pro phijeti nebo odmitnuti primarnich vzork(.
Jsou-li pfijaty poSkozené primarni vzorky, musi se
povaha problému, a pokud je to vhodné, i upozor-
néni na nutnou opatrnost pii interpretaci vysledku,
uvést v zavéretné zprave.

5.4.9 Laboratof musi periodicky prezkoumavat své
poZadavky na objem vzorku pro venepunkei (a na
ostatni vzorky, jako napf. liquor), aby zajistila, Ze
nedojde k odbé&ru nedostateéneého ani nadbyteéného
mnozstvi vzorku.
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5.4.4 The primary sample collection manual shall
be part of the document control system (see 4.3.1).

5.4.5 Primary samples shall be fraceable, normally
by request form, to an identified individual. Primary
samples lacking proper identification shall not be
accepted or processed by the laboratory.

Where there is unceriainty in the identification of
the primary sample or instability of the analytes in
the primary sample (cerebrospinal fluid, biopsy, etc.),
and the primary sample is irreplaceable or critical,
the laboratory may choose initially to process the
sample but not release the results unt! the requesting
physician or person responsible for the primary sample
collection takes responsibility for identifying and
accepting the sample, or for providing proper infor-
mation, or all these. In such an instance, the signature
of that person taking responsibility for the primary
sample identification should be recorded on, or
traceable to, the request form. If this requirement
is not met for any reason, the person responsible
should be identified in the report if the examination
is carried ouf. Samples to be set aside for future
examination (e.g. viral antibodies, metabolites relevant
fo the clinical syndrome) should also be identifiable.

5.4.6 The laboratory shall monitor the transportation
of samples to the laboratory such that they are
transported

a} within a time frame appropriate to the nature of
the requested examinations and the laboratory
discipline concerned,

b) within atemperature interval specified in the
primary sample collection manual and with the
designated preservatives to ensure the integrity
of samples,

c) in a manner that ensures safety for the carrier,
the general public and the receiving. laboratory,
in compliance with national, regional or local
regulatory requirements.

5.4.7 All primary samples received shall be recorded
in an accession book, worksheet, computer or other
comparable system. The date and time of receipt
of samples, as well as the identity of the receiving
officer, shall be recorded.

§4.8 Criteria shall be developed and documented
for acceptance or rejection of primary samples. If
compromised primary samples are accepted, the
final report shall indicate the nature of the problem
and, if applicable, that caution is required when
interpreting the result.

5.4.9 The laboratory shall periodically review its
sample volume requirements for phlebotomy (and
other samples such as cerebrospinal fluid) to ensure
that neither insufficient nor excessive amounts of
sample are collected.
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5.4.10 Povéfeni pracovnici musi systematicky pre-
zkoumavat poZadavky a vzorky arozhodovat o tom,
kterd vysetieni je tfeba provést a jaké postupy se
k tomu maji pouZzii.

5.4.11 Laboratol musi mit, pokud je to podstatné,
dokumentovany postup pro pfejimant, oznacovani,
zpracovani a sdélovani vysledkd téch pfijatych pri-
marnich vzorkl, kieré jsou oznageny jako urgentni.
Postup musi obsahovat padrobnosti o veskerém spe-
cialnim ozn j..Zadanky a primarniho vzorku,
mechanismus opravy primamiho vzorku do vySefio-
vaciho prostoru laboratofe, véechny zplisoby rychlého
zpracovani, kiere maji byt pouZity a viechna zvladtni
kritéria pro nasledujici sdélovani vysledkd, ktera je
tfeba dodrzet.

5.412 Casti vzorku musf byt rovn&Z sledovatelné
k

5.4.13 Laboratof musi mit pzsemne formulované
obecné predpisy tykajici se vyfizovani Gstnich
poZadavkd na vySetieni vzorku.

5.4.14 Vzorky se musi skladovat po uréenou dobu
za podminek, které zarucuji stabilitu viasinosti vzorku
tak, aby to po pfedani zpravy o vy 1
provést opakovani vySetieni nebo dodatetna vySetfeni.

55 Postupy vySetreni

POZNAMKA Neékteré z nasledujicich bodd nemusi byt
pouZitelné ve viech oborech laboratorni mediciny.

5.5.1 Laboratof musi pouZivat takové postupy vySe-
tfeni, véetné postupl pro vybér/odbér Casti vzorku,
které spliuji potieby uZivatel laboratornich sluzeb
a které jsou vhodné pro dané vysetfeni. Pfednost
maji postupy, které byly publikovany v zavedenych
renomovanych ucebnicich, v odbomiky redigovanych
pracich nebo Casopisech, nebo v mezinarodnich, narod-
nich nebo regiondlnich smérmicich. Jestlize se pou-
Zivaji mistni postupy, musi byt pro zamySlené pouZiti
odpovidajicim zplisobem validovany a pIné doku-
meniovany.

5.5.2 K potvrzeni toho, Ze postupy vySeifeni jsou
vhodné pro dany (cel, musi laboratoi pouZivat pouze
validované postupy. Validace musi mit rozsah nutny
k tomu, aby odpovidaly poZadavklim pfi daném pou-
Ziti nebo oblasti pouziti. Laboratof musi zazname-
navat ziskané vysledky a pouZité postupy validace.

Metody a postupy, kieré byly vybrany pro pouZiti,
musi byt pfed nasazenim pro klinické vySetfovani
vyhodnoceny a musi byt potvrzeno, Ze poskytuji
uspokojivé vysledky. Prezkoumani postupd musi
provadét feditel laboratofe nebo povéfena osoba
na zacatku a potom ve stanovenych intervalech.
Takové prezkoumani se b&Zné provadi jednou roéné.
Tato pfezkoumani musi byt dokumentovéana.

5.4.10 Authorized personnel shall systematically
review requests and samples and decide which
examinations are to be performed and the methods
fo be used in performing them.

5.4.11 The laboratory shall, if relevant, have a docu-
mented procedure for the receipt, labelling, processing
and reporting of those primary samples received
by the laboratory and specifically marked as urgent.
The procedure shall include details of any special
labelling of the request form and primary sample,
the mechanism of transfer of the primary sample
to the examination area of the laboratory, any rapid
processing made to be used and any special reporting
criteria to be followed.

5.4.12 Sample portions shall also be traceable io
the original primary sample.

5.413 The laboratory shall have a written policy
concerning verbal requests for examinations.

5.4.14 Samples shall be stored for a specified time,
under conditions ensuring stability of sample pro-
perties, io enable repetition of the examination after
reporiing of the resuit or for additional examinations.

5.5 Examination procedures

NOTE Some of the following might not be applicable to
all disciplines in the scope of laboratory medicine.

.5.1 The laboratory shall use examination proce-

ﬂdures inciuding those for selecting/taking sample

portions, which meet the needs of the users of labo-
ratory setrvices and are appropriate for the exami-
nations. Preferred procedures are those that have
heen published in established/authoritative fextbooks,
peer-reviewed texts or journals, or in international,

o regional guidelines. If in-house proce-

‘dlires are used, they shall be appropriately validated
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for their intended use and fully documented.

5.5.2 The laboratory shall use only validated proce-
dures for confiming that the examination procedures
are suitable for. the intended use. The validations
nsive as are necessary to meet the
needs in the given apphcatlon or field of application.
The laboratory shall record the results obtained and
the procedure used for the validation.

The methods and procedures selected for use shall
be evaluated and found to give satisfactory results
before being used for medical examinations. A review
of procedures by the; | director or desi-
gnated person shall be undertaken initially and at
defined intervals. Such a review is normally carried
ouf annually. These reviews shall be documented.

§.5.3 VSechny postupy musi byt dokumentovany
amusi byt dostupné piisludnym pracovnikiim na
pracovisti. Dokumentované postupy a nezbyiné navody
musi byt k dispozici v jazyce bézné srozumitelném
pracovnikiim laboratofe.

Kartotéky nebo podobné sysiémy, které shrmuji kli-
tové informace, jsou pfijaieiné jako rychly odkaz
na pracovnim stole za pfedpokladu, Ze je k dispozici
Uplna prirucka odkaz@i. Kartotéka nebo podobné
systémy musi odpovidat (piné pfiruéce. VSechny
takové zkracené postupy musi byt souéasti systému
fizené dokumentace.

Postup musi byt zaloZen na navodech k pouzitf
sepsanych vyrobcem (napr. pfibalovych letacich),
Za predpokladu, Ze jsou v souladu s 5.5.1 a 5.5.2,
a Ze popisuji postup tak, jak je v iaboratofi prova-
dén, ajsou napsany v jazyce béiné srozumiteiném
laboratornim pracovnikim. KaZzda odchylka musi
byt pfezkoumana a dokumentovana. Dokumentovany
musi byt také dopliikové informace, kieré by mohly
byt potiebné k provedeni vy3etfeni. Kazda nova
verze vySetfovacich souprav s vétsimi zménami
v ¢inidlech nebo v postupu musi byt kontrolovana
co do funkce a vhodnosti pro uréené pouzitt. U viech
zmén postupl musi byt uvedena data a musi byt
autorizovany stejné jako ostatni postupy.

Jestlize je to vhodné, méla by dokumentace kromé
identifikator fizeného dokumentu obsahovat:

a) ucel vysetieni;
b) princip postupu pouZitého pro vySetieni;

c) specifikace funkce (napf. linearitu, shodnost, pfesnost
vyjadienou jako nejistotu méfeni, mez detekce,
meéfici rozsah, spravnost méfeni, analytickou citli-
vost a analytickou specificitu);

d} systém primamiho vzorku (napf. plazma, sérum,
moc);

e) druh nadobky a pfidavnych latek;

f) potifebna zafizeni a Cinidla;

g) postupy kalibrace (metrologicka navaznost);
h) jednotlivé kroky postupu;

i} postupy fizeni kvality;

i) interference (napf. lipémie, hemolyza, bilirubingé-
mie) a zkiiZzené reakce;

k) zasady postupu vypociu vysledkl véetné nejis-
toty méfeni;

l) biologické referenéni rozmezi;

m) rozmezi vysledkh vySetfeni piijatelné pro zpravu;
n) varovnéfkritické hodnoty, pokud je to vhodné;
o) laboratorni interpretaci;

p) preventivni bezpeénostni opatfeni;

q) potencionalni zdroje odchylek méfeni.
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5.5.3 All procedures shall be documented and be
available at the workstation for relevant staff. Docu-
mented procedures and necessary instructions shall
be available in & language commonly understood by
the staff in the laboratory.

Card files or similar systems that summarize key
information are acceptable for use as a quick refe-
rence at the workbench, provided that a complete
manual is available for reference. The card file or
similar systems shall correspond to the complete
manual. Any such abridged procedures shall be
part of the document control system.

The procedure shall be based on the instructions
for use (e.g. package insert) written by the manufac-
turer, provided that they are in accordance with 5.5.1
and 5.5.2 and that they describe the procedure as
it is performed in the laboratory and are written in
the language commonly understood by the staff of
the laboratory. Any deviation shali be reviewed
and documented. Additional information that could
be required to perform the examination shall also
be documented. Each new version of examination
kits with major changes in reagents or procedure
shall be checked for performance and suitability
for intended use. Any procedural changes shall be
dated and authorized as for other procedures.

I addition to document control identifiers, documen-
tation should include, when applicable, the following:

a) purpose of the examination;
b) principle of the procedure used for examinations;

c) performance specifications (e.g. linearity, precision,
accuracy expressed as uncertainty of measure-
ment, detection limit, measuring interval, trueness
of measurement, analytical sensitivity and ana-
Iytical specificity),

d) primary sample system (e.g. plasma, serum, urine);

e) type of container and additives;

f) required equipment and reagents;

g) calibration procedures (metrological traceability);
h) procedural steps;

i) quality contro! procedures;

j} interferences (e.g. lipaemia, haemolysis, bilirubi-
nemia} and cross reactions;

k) principle of procedure for calculating resuits,
including measurement uncertainty;

1) biclogical reference intervals;

m) reportable interval of examination results;
n) alert/critical values, where appropriate;
o) laboratory interpretation;

p) safety precautions;

q) potential sources of variability.
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Priruéky na elekironickych nosiich jsou pfijatelné,
pokud obsahuji vySe uvedené informace. Stejne
poZadavky na fizeni dokumentl maji byt pouzity
také pro elekironické pfiruéky.

Vedouci laboratofe musi byt odpovédny za zajis-
téni toho, aby seznam vy$etfovacich postupl byl
upiny, aktualni a byl peclivé pfezkouman.

5.5.4 Specifikace funkce kaZdého vySetfovaciho
postupu se musi vztahovat k zamyslenému tcelu

5.5.5 Biologicka referenéni rozmezi se musi perio-
dicky prezkoumdvat. Ma-li laboratof divody se domni-
vat, Ze urdité rozmezi uz pro referencni populaci
neni vhodné, musi provést prezkoumani a je-li fo
nutné, musi nasledovat opatieni k napravé. Pokud
je to vhodné, prezkouman biologickych referenénich
rozmezi se musi provadét také vidy, kdyz labora-
tof zméni postup vysetrenl nebo postup predcha-
zejici vySetieni.

556 Laboratof musi vypracovat svlij seznam b&mnych
postupli vySetieni, véetné pozadavkil na pn‘mémi
vzorky a pfisludnych provoznich specifi kacl a poZa-
davki, pfistupny na vyzZadani uzi fuzeh
laboratofe. :

5.5.7 Ma-li laboratof v Umyslu zménit postup vySe-
tfeni tak, Ze by vysledky vySetfeni nebo jejich inter-
pretace mohly byt vyznamné odliné, musi pfed
zavedenim zmény tyto disledky uZivatellm sluzeb
laboratofe pisemné vysvetlit.

POZNAMKA Tento poZadavek miZe byt spinén

koliv z nékolika moznych zpusobu v zavislosti na mlstn:ch
podminkach. Nékteré z postupl jsou doporueny dopis,
oznameni v laboratomim informaénim bulletinu nebo &ast
samotné zpravy o vysetieni.

5.6 Zabezpeceni kvality postupt vySetieni

5.6.1 Laboratof musi navrhnout systém interniho
fizeni kvality, ktery ovéfuje dosaZeni zamyslené kvality
vysledkil. Je dllezité, aby systém fizeni poskyto-
val &lenim pracovniho kolektivu jasnou a snadno
srozumitelnou informaci, na niz ize zaloZit technicka
a lékarska rozhodnuti. Zviadtni pozornost je tfeba
vénovat vylou€eni chyb pfi manipulaci se vzorky,
Zadankami, vySetfenimi, zprdvami, apod.

5.6.2 V3ude, kde to pfipada v Qivahu a kde je to
mozné, musi laboratoF stanovit nejistotu vysledkd.
Musi se vzit v Gvahu vechny dllezité sloZky nejis-
toty. Zdroji piispivajicimi k nejistot& mohou byt odbér
a pfiprava vzork{l, vybér &asti vzorku, kalibratory,
referenéni materialy, vstupni veliciny, pouZivané zafi-
zeni, podminky prosifedi, stav vzorku a zmény ope-
ratora.

Electronic manuals are acceptable provided that the
above-specified information is included. The same
requirements for document conirol should also apply
to electronic manuals.

The laboratory director shall be responsible for ensuring
that the contenis of examination procedures are
complete, current and have been thoroughly reviewed.

5.5.4 Performance specifications for each proce-
dure used in an examination shall relate fo the
intended use of that procedure.

5.5.5 Biological reference intervals shall be periodi-
cally reviewed. [f the laboratory has reason to believe
that a particular interval is no longer appropriate
for the reference population, then an investigation
shall be undertaken, followed, if necessary, by
corrective action. A review of biological reference
intervais shall also take place when the laboratory
changes an examination procedure or pre-exami-
nation procedure, if appropriate.

5.5.6 Upon request, the laboratory shall make its
list of current examination procedures, including primary
sample requirements and relevant performance spe-
cifications and requirements, available to users of
laboratory services.

5.5.7 If the laboratory intends to change an exa-
mination procedure such that resuits or their interpre-
tations could be significantly different, the implications
shall be explained to users of the laboratory services
in writing, prior to the infroduction of the change.

JOTE This requirement can be accomplished in any of
everal different ways, depending on local circumstances.
Some methods include directed mailings, laboratory news-
letters or part of the examination report itself.

5.6 Assuring quality of examination

5.6.1 The laboratory shall design internal quality
control systems that verify the attainment of the
intended quality of resuits. It is important that the
control system provide staff members with clear and
easily understood information on which to base
technical and medical decisions. Special attention
should be paid:to-the elimination of mistakes in the
process of handling‘samples, requests, examinations,
reports, etc.

5.6.2 The laboratory shall determine the uncerfainty
of results, where relevant and possible. Uncertainty
components which are of importance shall be taken
into account. Sources that contribute to uncertainty
may include sampling,; sampi preparation, sample
portion selection, calibrators, reference materials,
input quantities, equipment used, environmental
conditions, condition of the sample and changes of
operator.
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5.6.3 Program kalibrace méficich systém( a ové-
fovani spravnosti musi byt navrZzeny a provedeny
tak, aby byla zajiténa navaznost vysledkd na Si
jednotky nebo odkazem na pfirodni konstantu nebo
jinou stanovenou referencni hodnotu. Neni-li nic
z toho moZné nebo vhodné, musi byt pouZity jiné
prostfedky jak potvrdit spolehlivost vysledkil, K témio
zplGsoblm naleZi napf. tyto:

a) uéast ve vhodném programu mezilaboratorniho
porovnavani;

b) pouziti vhodnych referenénich materialll certifi-
kovanych pro charakterizaci materialu;

¢) vysetfeni nebo kalibrace jinym postupem;
d) méFeni poméru nebo reciproké hodnoty;

e) vzajemné odsouhlaseni standard(i nebo posfupl,
které jsou jasné stanoveny, specifikovany a charak-
terizovany vSemi zliCastnénymi stranami;

f) dokumentace udajll o ginidlech, postupech nebo
systemu vySetfeni, jestliZze navaznost je uvadéna
dodavatelem nebo vyrobcem.

5.6.4 Laboratol se musi UZastnit mezilaboratomich
porovnavani, jako jsou ta, kiera organizuji systémy
externiho hodnoceni kvality. Vedeni laboratofe musi
sledovat vysledky extemiho hodnoceni kvality a nejsouHi
kontrolni kritéria spinéna, musi se podilet na zava-
déni opatfeni k napravé. Programy mezilabora-
forniho porovnavani musi byt v zasadnim souladu
s ISO/IEC Guide 43-1.

Programy externiho hodnoceni kvality maiji, pokud
mozno, piinaset klinicky relevantni podnéty tim, Ze
simuluji vzorky pacienta a Uginkuji jako kontrola celého
procesu vySetieni, véetné postupll pfedchazejicich
vySetfeni a postupll nasledujicich po vySetieni.

5.6.5 Jestlize formalni program mezilaboratorniho
porovnavani neni k dispozici, musi laboratof vyvi-
nout mechanismus rozhodovani o pfijatelnosti jinak
nehodnocenych postupdl. Pii tomto zplisobu se musi,
kdykoliv je to mozné, pouZivat zkuSebni materialy
ziskané extern&, napi. vyménou vzarki s jinymi labo-
ratofemi. Vedeni laboratofe musi sledovat vysledky
tohoto zplsobu mezilaboratomiho porovndvani a (Zastnit
se zavadéni a dokumentace opatfeni k napraveé.

5.6.6 Pro takova vy3etienl, pfi nichZ se pouZivaji
rizné postupy nebo zafizeni, nebo se provadéji na
rliznych mistech, nebo toto vdechno sougasné, musi
byt k dispozici defincvany postup ovéfovani srovna-
telnosti vysledki v celych klinicky vhodnych inter-
valech. Takové ovéfovani se musi provadét periodicky
v uréenych ¢asovych intervalech, odpovidajicich charak-
teru postupu nebo pfistroje.

5.6.7 Laboratol musi vysledky téchto porovnavani
dokumentovat, zaznamendvat a, pokud je to vhodng,
uginné na né reagovat. Zjisténé problémy nebo nedos-
tatky musi byt FeSeny a zaznamy o feSeni uchovany.
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5.6.3 A programme for calibration of measuring
systems and verification of frueness shall be designed
and performed so as to ensure that results are
traceable to Sl units or by reference to a natural
constant or other stated reference. Where none of
these are possible or retevant, other means for pro-
viding confidence in the results shall be applied,
including but not limited to the following:

a) participation in a suitable programme of interla-
boratory comparisons;

b) use of suitable reference materials, certified to
indicate the characterisation of the materiat;

c) examination or calibration by another procedure;
d) ratic or reciprocity-type measurements;

e) mutual consent standards or methods which are
clearly established, specified, characterized and
mutually agreed upon by all parties concerned;

f) documentation of statements regarding reagents,
procedures or the examination system when fraceabi-
lity is provided by the supplier or manufacturer.

5.6.4 The laboratory shall participate in interlaboratory
comparisons such as those organized by external
quality assessment schemes. Laboratory manage-
ment shall monitor the resulis of external quality
assessment and participate in the implementation
of corrective actions when control criteria are not
fulfilled. Interfaboratory comparison programs shall
be in substantial agreement with ISOAEC Guide 43-1.

External quality assessment programmes should, as
far as possible, provide clinically relevant challenges
that mimic patient samples and have the effect of
checking the entire examination process, including
pre- and post-examination procedures.

§6.5 Whenever aformal interlaboratory comparison
programme is not available, the laboratory shall
develop a mechanism for determining the accepta-
bility of procedures not otherwise evaluated. Whenever
possible, this mechanism shall utiize externally denived
challenge materials such as exchange of samples
with other laboratories. Laboratory management shalt
monitor the results of this mechanism of interlabo-
ratory comparison and participate in the implemen-
tation and recording of corrective actions.

566 Forthose examinations performed using different
procedures or equipment or at different sites, or all
these, there shall be a defined mechanism for verifying
the comparability of results throughout the clinically
appropriate intervals. Such verification shall be per-
formed at defined periods of {ime appropriate to
the characteristics of the procedure or instrument.

5.6.7 The laboratory shall document, record and,
as appropriate, expeditiously act upon results from
these comparisons. Problems or deficiencies identified
shall be acted upon and records of actions retained.
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5.7 Postupy nasledujici po vysetieni

5.7.1 Povéfeni pracovnici musi systematicky pfe-
zkoumavat vysledky vySetfeni, hodnotit jejich shodu
s dostupnymi klinickymi informacemi o pacientovi
a schvalovat uvolnéni vysledk{.

5.7.2 Skladovani primamiho vzorku i ostatnich labo-
ratornich vzork& musi byt v souladu se schvalenymi
obecnymi predpisy.

5.7.3 Bezpeéna likvidace pro vySeteni jiz nepo-
tiebnych vzorkd musi byt provadéna podie mistnich
pfedpist nebo podle doporudeni pro odpadové hospo-
darstvi.

5.8 Uvadéni vysledkd

5.8.1 Vedeni laboratofe:musi odpovidat za dpravu
zprav. Forma zpravy (1j. elektronické médium nebo
papir) azplsob, jakym ma byt laboratofi vydavana,
ma byt uréen na zakladé dohody s uZivateli sluzeb
laboratofe.

5.8.2 Vedeni laboratofe a Zadatel.odpovidaji spo-
leéné za to, Ze piislusné osoby obdrzi zpravy:v.dohod-
nutém Casovém intervalu.

5.8.3 Vysledky musi byt Sitelné, bez chyb v pfepisu
a smi byt sdélovany osobam opravnénym piijimat
a uZivat Iékarské informace. Zprava musi také
hovat alespori tyto informace:

a) jasné a jednoznacné oznaceni vySetieni, vietné
postupu méreni, pokud je to vhodné;

b) identifikaci laboratore, ktera vydala zpravu;

c) jednoznacnou identifikaci a umisténi pacienta,
pokud je to mozné, a misto ureni zpravy,;

d) jméno a dalsi jednoznaéné identifikatni oznaceni
Zadatele a jeho adresy;

e) datum a ¢as odbéru primarniho vzorku, pokud
jsou dostupné a jsou podstatné pro péci o paci-
enia, a ¢as prijeti vzorku laboratoff;

f) datum a &as uvolnéni zpravy, kieré, pokud nejsou
ve zpravé uvedeny, musi byt v pfipadé potieby
snadno dostupneé;

g) plvod a tkarfovy systém (nebo typ priméarniho
vzorku);

h) vysledky vySetfeni uvedené v jednotkach Si,

nebo v jednotkach s navaznosti na SI jednotky
(viz 1ISO 31), pokud je to mozné;

i) biologicka referencni rozmezi, kde to pfipada
v dvahu;

5.7 Post-examination procedures

5.7.1 Authorized personnel shall systematically review
the resuits of examinations, evaluate them in con-
formity with the clinical information available regarding
the patient and authorize the release of the results.

5.7.2 Storage of the primary sample and other labo-
ratory samples shall be in accardance with approved
policy.

5.7.3 Safe disposal of samples no longer required
for examination shall be carried out in accordance
with local regulations or recommendations for waste
management.

5.8 Reporting of results

5.8.1 Laboratory management shall be responsible
for formatting reports. The format of the report form
(i.e. electronic or paper) and the manner in which it
is to be communicated from the laboratory should
be determined in discussion with the users of labo-
ratory services.

5.8.2 Laboratory management shares responsibility
with the requester for ensuring that reports are received
by the appropriate individuals within an agreed-upon
time interval.

5.8.3 Results shall be legible, without mistakes in
transcription and reported to persons authorized to
eceive and use medical information. The report shall
also include, but not be limited to the following:

a) clear, unambiguous identificafion of the examination
including, where appropriate, the measurement
procedure;

b) the identification of the laboratory that issued
the report;

identification and location of the patient,
““where possible, and destination of the report;

d) name or other unique identifier of the requester
and the requester’'s address;

e) date and time of primary sample collection, when
available and relevant to patient care, and time
of receiptiby-the=Iab:_oratory;

f) date anﬁ ease of report, which, if not
on the report, shall be readily accessible when
needed;

g) source and system {or pritnary sample type),

h) results of the examination-reported in SI units
or units traceable to.S| units (see |SO 31), where
applicable;

i) biological reference intervals, where applicable;
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j) interpretaci vysledkl, pokud to je vhodné;

k) dal8i poznamky (napf. kvalita nebo pfimérenost
primarniho vzorku, které by mohly znehodnotit
vysledek, vysledkyfinterpretace smiuvnich laboratoi,
pouZiti vyvojového postupu); ve zpravé by mela
byt vyznacena vy3etfeni provedena jako soucast
vyzkumného programu, pro néjZ nejsou vypra-
covany Zadné specifické poZadavky na provedeni
méfeni a tam, kde je to vhodné, by mély byt na
vyZadani podany informace o mezich detekce
a o ngjistoté méfeni;

I} identifikaci osoby opravnéné uvolnit zpravy;

m) plvadni a opravené vysledky, pokud je to podstatné;

n) podpis nebo souhlas oscby kontrolujici nebo
uvolfiujici zpravu, je-i to mozné.

POZNAMKA 1 S odkazem na bod i) by mohlo byt za
urcitych okolnosti vhodné predavat seznamy nebo tabulky
biologickych referenénich rozmezi viem uZivateldm labora-
tornich sluZeb v mistech, ve kterych dostavaji zpravy.

POZNAMKA 2 Narodni, regionalni a mistni predpisy
mohou vyzadovat, aby v kone¢né zpravé bylo uvedeno
jméno a sidic laboratofe (nebo smiuvni [aboratofe), ve
které bylo vySetfeni provedeno.

§.8.4 Je vhodné, aby se popis provedenych vye-
tfeni a jejich vysledk( fidil slovnikem a skladbou
doporuenymi jednou nebo vice z t&chio organizaci:

- International Council for Standardization in
Haematology (ICSH);

- International Society of Haematology (ISH);

— International Federation of Clinical Chemistry
and Laboratory Medicine (IFCCY);

— Intemational Union of Pure and Applied Chemistry
(IUPACY;

— International Society of Thrombosis and Haemostasis
(ISTHY;

~ European Committee for Standardisation (CEN).

Je vhodné, aby se popis a vysledky fidily nazvoslovim
doporuéenym jednou nebo vice z téchto organizaci:

- Intenational Union of Biochemistry and Meolecular
Biology {IUBMB);

— International Union of Microbiological Societies
(FUMS);

— International Union of Immunological Societies
(lUIS);

~ SNOMED International (College of American
Pathologists);

— World Health Organisation (WHO).
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i) interpretation of results, where appropriate;

k) other comments (e.g. quality or adequacy of primary
sample which may have compromised the result,
resuitsfinterpretations from referral laboratories,
use of developmental procedure); the report should
identify examinations undertaken as part of a deve-
lopment programme and for which no specific
claims on measurement performance are made,
and, where applicable, information on detection
limit and uncertainty of measurement should he
provided upaon request;

I} identification of the perscon autharizing the release
of the report;

m) if relevant, original and corrected results;

n) signature or authorization of the person checking
or releasing the report, where possible.

NOTE 1 In reference to i), under some circumstances,
it might be appropriate to distribute lists or tables of
biclogical reference intervals to all users of laboratory
services at sites where reports are received.

NOTE 2 National, regional and local regulations may
require the name and location of the examining (or
referral} laboratory to be shown in the final report.

5.8.4 As appropriate, the description of exami-
nations performed and their results should follow
the vocabulary and syntax recommended by one
of more of the following organizations:

— International Council for Standardization in
Haematology (ICSH);

— International Society of Haematology (ISH);

~ International Federation of Clinical Chemistry
and Laboratory Medicine (IFCC);

- Intemational Union of Pure and Applied Chemistry
(IUPACY);

— Intematicnal Society of Thrombosis and Haemostasis
(ISTH);

- European Committee for Standardisation (CEN).

As appropriate, the description and results should
follow the nomenclature recommended by one or
more of the following crganizations:

— Intermational Union of Biochemistry and Molecular
Biology (IlUBMBY;

— Internationat Union of Microbiological Societies
(IUMS);

~ Internaticnal Unicn of Immunological Societies
(1u1sy;

— SNOMED International (College of American
Pathologists);

- World Health Organization (WHQ).
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5.8.5 Pokud kvalita pfijatého primarniho vzorku
byla nevyhovuijici pro vySetieni nebo by mohla zne-
hodnotit vysledek, musi to byt uvedeno ve zprave.

586 Kopie nebo soubory pfedanych zpréav o vysled-
cich musi byt v laboratofi uloZeny tak, aby bylo
mozné rychlé vyhledani informaci. Doba uchova-
vani pfedanych vy’rstedk{l se muize liSit, nicméné
piedané vysledky musi byt vyhledatelné po dobu,
po kierou jsou lékarsky relevantni nebo po dobuy,
ktera je vyZadovana-narodnimi, regionalnimi nebo
mistnimi pfedpisy.:

5.8.7 Laboratof musi mit postupy jak neprodiené
upozomit [ékafe (nebo jiného Klinického pracovnika
odpovédného za pédi o pacienta), jestlize se vysledky
vySetieni kritickych vlastnosti ocitnou v uréenych
Jvarovnych® nebo kritickych® intervalech. To se vzta-
huje také na vysledk ‘vzork{l zaslanych
k vySetfeni do smiuvni laboratore.

5.8.8 Aby bylo mozno vyhovét mistnim klinickym
potfebam, musi laboratof, po dohodé s lékafi, ktefi
jeji stuzby pouiivaji, uréit pro zavazné vlasinosti
jejich varovné nebo kritické rozmezi hodnot. To plati
pro viechny druhy vy3etfeni, véetné t&ch viastnosti,
jejichZz hodnoty se vyjadiuji nominaini hebo pofa-
dovou stupnici.

5.8.9 K vysledklim, které jsou piedavany formou
pfedb&zné zpravy, musi byt Zadateli vZdy zaslan
zavérecny protokol.

5.8.10 Musi byt udrzovany zaznamy o opatr
piijatych jako reakce na vysledky leZici v kritickyc
rozmezich. Tyto zaznamy musi obsahovat datum,
¢as, jméno odpovédného pracovnika laboratofe,
jméno piijemce zpravy a vysledky vySetieni. Jakékoliv
problémy, kieré se vyskytnou pii pinéni tohoto poZa-
davku, musi byt zaznamenany a v pribéhu audith
piezkoumany.

5811 Vedeni laboratofe, po konzultaci s Zadateli,
musi stanovit doby odezvy laboratofe pro kazdeé jeji
vy$etieni. Doba odezvy laboratofe musi odpovidat
klinickym potfebam.

Musi existovat obecné predpisy pro upozornéni
Zadatele, jestliZze se vySetfeni opozdi. Doby odezvy,
stejné jako jakakoliv zpétna vazba od klinickych
lékaiy v této véci musi byt sledovana, zaznamenavana
a pfezkoumavana vedenim laboratofe. Kde je fo
nutné, must byt k vyfeSeni viech téchto zjisténych
problém( piijata opatfeni k napravée.

To neznamend, Ze Klinickym pracovnikim musi byt
podavany zpravy o véech opozdénych vysetrenich,
ale tyka se to jen téch pfipadi, kdy by zdrZeni mohlo
ohrozit pé&i o pacienta. Tento postup by mél byt
vypracovén ve spolupraci kiinickych a laboratornich
pracovnikil.

5.8.5 The report shall indicate if the quality of the
primary sample received was unsuitable for examination
or could have compromised the result.

5.8.6 Copies or files of reported results shail be
retained by the laboratory such that prompt retrieval
of the information is possible. The length of time
that reported data are retained may vary; however,
the reported results shall be retrievable for as long
as medically relevant or as required by national,
regional or locai requirements.

5.8.7 The laboratory shall have procedures for
immediate notification of a physician (or other clinical
personnel responsible for patient care) when exa-
mination results for criticai properties fall within
established “alert” or “critical” intervals. This includes
results received on samples sent o referral labo-
ratories for examination.

5.8.8 In order that local clinical needs can be served,
the laboratory shall determine the critical properties
and their “alert/critical” intervals, in agreement with
the clinicians using the laboratory. This applies to
all examinations, including nominal and ordinal
properties.

5.8.9 For results transmitted as an interim report,
the final report shall always be forwarded to the
requester.

5.8.10 Records of actions taken in response to
results in the critical intervals shall be maintained.
These shall include date, time, responsible labo-
ratory staff member, person notified and examination
results. Any difficulty encountered in meeting this
requirement shall be recorded and reviewed during
audits.
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§.8.11 Laboratory management, in consuitation
with the requesters, shali establish turnaround fimes
for each of its examinations. A turnaround time shall
reflect clinical needs.

There shall be a policy for notifying the requester
when an examination is delayed. Tumaround times
as well as any feedback from clinicians in relation
to it shall be monitored, recorded and reviewed by
laboratory management. Where necessary, comrective
action shall be taken to address any problems so
identified.

This does not mean that the clinicai personnel are
to be notified of all delays.in examination, but only
in those situations where the delay could compro-
mise patient care. This procedure should be develo-
ped in collaboration between clinical and laboratory
persannel.

5.8.12 Jesilize je nutné vysledky vySetfeni ze smiuvni

laboratofe v zadavajici laboratofi prepisovat, musi
byt zavedeny postupy ovéfovani spravnosti viech
prepish.

5.8.13 Laboratol musi mit jasné dokumentované
postupy pro uvolnéni vysledkl vySetfeni, véetné
podrobnosti o tom, kdo a komu mizZe vysledky vydat.
Tyto postupy musi také obsahovat smérnice pro
vydavani vysledk( pfimo pacientiim.

5.8.14 Laboratof musi zavést obecné pfedpisy a pra-
covni postupy, aby zajistila, Ze se telefonicky nebo
jinymi elekironickymi prostfedky predavané vysledky
dostanou pouze k opravnénym piijemcliim. Po Usinim
pFecféni vysledkl musi nasledovat fadné vypraco-
vana zprava.

5.8.15 Laboratoi musi mit v pisemné formé obecné
predpisy a postupy pro zménu zprav. Pokud je zprava
zménéna, musi byt uveden ¢as, datum ajméno
osoby, ktera je za zménu odpovédna. Jsou-li pro-
védiény zmeény, musi plivodni Gdaje na néalezu z{stat
citelné.

Plvodni elektronické zaznamy musi byt uloZeny
a zmeény pfidany k zaznamu vhodnym editaénim
postugem tak, ze ve zpravach je zména jasné
vyznadena.

8.8.16 Vysledky, kieré byly dany k dispozici pro
klinické rozhodovani a byly revidovany, musi byt
ukladany do dodateénych souhrnnych zprav a zie-
telné oznadeny jako revidované. Jestlize systém
predkladani zprav nem(Ze zachytit doplitky, zmény
nebo Upravy, musi se pouzit zaznam o auditu.
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5.8.12 When examination results from a referral
laboratory need to be transcribed by the referring
laboratory, procedures for verifying the correctness
of all transcriptions shall be in place.

5.8.13 The laboratory shall have clearly documen-
ted procedures for the release of examination results,
including details of who may release resuits and to
whom. The procedures shall also include guidelines
for the release of resulis directly to patients.

5.8.14 The laboratory shall establish pelicies and
practices for ensuring that results distributed by tele-
phone or other electronic means reach only autho-
rized receivers. Results provided verbally shall be
followed by a properly recorded report.

5.8.15 The laboratory shaill have written policies
and procedures regarding the alteration of reports.
When altered, the record must show the time, date
and name of the person responsible for the change.
Original entries shall remain legible when alterations
are made.

Original electronic records shall be retained and
alterations added to the record through appropriate

editing precedures so that reports clearly indicate
the alteration.

5.8.16 Results that have been available for clinical
decision-making and revised shall be retained in
subsequent cumulative reports and be clearly iden-
tified as having been revised. If the reporting system
cannot capture amendments, changes or alterations,
an audit log shall be used.
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Priloha A (informativni)

Srovnani s 1SO 9001:2000
a ISONEC 17025:2005

Normy fady iSO 9000 jsou vychozim dokumentem
pro nomu o systému managementu kvality. Tabulka A.1
uvadi koncepéni vztahy mezi touto mezinarodni
normou a 1SO 9001:2000. PrestoZze mnoho koncepci
z oblasti systémi:-managementu kvality, véetné odpo-
védnosti vedeni, soustfedéni se na zakaznika, fizeni
dokumenitd a pfezkoumani vedenim, bylo zaglenéno
do soudasného vydani této mezinarodni normy, vEtsi
arovné shody s vychozi fadou norem o systémech
managementu kvality bude muset byt dosazeno pri
piisti revizi.

Uprava tohoto vydani vice:odpovida ISONEC 17025:2005,
kterou pouzila pracovni skupina.ISO/TC 212/WG1
jako model struktury této mezinarodni normy se
zvlastnim zfetelem na zdravotnické (klinické) labo-
ratofe. Tabulka A.2 ukazuje srovnani mezi témito
dvéma dokumenty.

Annex A (informative)

Correlation with 1SO 8001:2000
and ISOJIEC 17025:2005

The 1SO 9000 quality system series is the parent
document for a quality management system standard.
Table A1 illustrates the conceptual relationship between
this Intemnational Standard and 1SO 9001:2000. While
many of the quality management system concepts,
including management responsibility, customer focus,
control of documents and management review have
been incorporated into the current edition of this
International Standard, greater correspondence with
the parent quality management series is io be incor-
porated at the next revision.

The format of this edition mare closely resembles
that of ISOAEC 17025:2005, used by ISOTC 212WGH
as the model for the siructure of this Infernational
Standard with specific adjustment for medical (clinical)
laboratories. Table A2 shows the comrelation befween
the fwo documents.

Table A.1 — Correlation between 1SO 9004:2000 and this International Standard
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Table A.1 (continued)

1SO 2001:2000

1SO 15189:2007

8.5 Responsibility, authority and communication

5.5.1 Responsibility and authority

4.15f),5.1.3and5.1.4

552 Management representative

4.1.51)

5.56.3 Internal communication

421, 424and5.2.8

56 Management review

56.1 General

415 Management review

56.2 Reviewinput

4.15.2

5.6.3 Review output

4.15.3, 4.15.4 and 5.7.1

6 Resource management

6.1 Provision of resources

4.1.5a)

6.2 Human resources

6.2.1 General

4.1.56g)and 5.1 Personnel

6.2.2 Competency, awareness and training

5.1.2,5.1.6,5.1.10and 5.1.12

6.3 Infrastructure

48 BExternal services and supplies; 5.2 Accommodation
and envirenmental conditions; and 5.3 Laboratory equipment

ISO 9001:2000°

ISO 15189:2007

8.4 Work environment

5.2 Accommodation and environmental conditions;
and 5.3 Laboratory equipment

1 Scope

1 Scope

7 Product realization

1.1 General

1.2  Applications

7.1 Planning of product realization

4.10.1; 52 Accommodation and environmental conditions;
5.3 Laboratory equipment; and 5.8 Reporting of results

2 Normative reference

_|2. Normative reference

7.2 Customer-related processes

3 Terms and definitions

3. Terms and definitions

7.2.1 Determination of requirements related
to the product

4.4 Review of contracts

4  Quality management system

7.2.2 Review of requirements related to the product

4.4 Review of contracts

4.1 General requirements

4.1.5; 4.2, Quality management system

4.2 Documentation reguirements

4.3 Document control: 5.1.2; and 5.4, Pre-examination

7.2.3 Customer communication

4.7 Advisory services; 4.8, Resolution of complaints;
5.5.6;5.5.7; and 5.8 Reporting of resuits

7.3 Design and development

4,21 General

procedures

4.2,

4.2.2 Quality manual

4.2.4

7.3.1 Design and development of planning

82 Accommodation and environmental conditions;
and 5.3 Laboratory equipment

4.2.3 Contro! of documents

4.3 Document control; 4.13, Quality and technical
records; and 5.3, Laboratory equipment

7.3.2 Design and development of inputs

7.3.3 Design and development of cutputs

4,2.4 Control of records

4,13 Quality and technical records;
and 5.8, Reporting of resulis

7.3.4 Design and development review

5 Management responsibility

7.3.5 Design and development verification

5.1 Management commitment

412, 415items a)and h), 42.1 and 4.2.3

7.3.6 Design and development validation

5.2 Customer focus

4.1.2,52.3and 54.2

7.3.7 Control of design and development changes

7.4 Purchasing

7.4.1 Purchasing process

4.5.1, 468 Extemnal services and supplies

7.4.2 Purchasing information

7.4.3 Verification of purchased products

4.6.2and 5.5.3

5.3 Quality policy 4.1.5and 4.2.3
54 Planning
5.4.1 Quality objectives 423
5.42 Quality management system planning 4.1.5
(continued)
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