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Predmluva

Foreword

Tento dokument (EN ISO/IEC 17011:2004)
byl vypracovan ,Komisi pro posuzovani shody”
CASCO ve spolupraci s Technickou komisi
CEN/CLC/TC 1 ,Kritéria pro organy
posuzovani shody”, jejiz sekretariat
zabezpecluje SN.

This document (EN I1ISO 17011:2004) has
been prepared by CASCO "Committee on
Conformity Assessment" in collaboration with
Technical Committee CEN/CLC/TC 1 "Criteria
for conformity assessment bodies", the
secretariat of which is held by SN.

Této evropské normée je nutno nejpozdéji do
bfezna 2005 dat status narodni normy, a to
bud vydanim identického textu, nebo
schvalenim k pfimému pouzivani a narodni
normy, které jsou s ni v rozporu, je nutné
zrusit nejpozdéji do brezna 2005.

This European Standard shall be given the
status of a national standard, either by
publication of an identical text or by
endorsement, at the latest by March 2005, and
conflicting national standards shall be
withdrawn at the latest by March 2005.

Tento dokument nahrazuje EN 45003:1995
a EN 45010:1998.

This document supersedes EN 45003:1995
a EN 45010:1998.

Podle Vnitrnich predpis CEN/CENELEC jsou
tuto evropskou normu povinny zavést
narodni norma-lizacni organizace
nasledujicich zemi: Belgie, Ceské republiky,
Danska, Estonska, Finska, Francie, Irska,
Islandu, Italie, Kypru, Litvy, LotySska,
Lucemburska, Malty, Madarska, Némecka,
Nizozemska, Norska, Polska, Portugalska,
Rakouska, Recka, Slovenska, Slovinska,
Spojeného kralovstvi, ©panélska, ©védska a
©vycarska.

According to the CEN/CENELEC Internal
Regulations, the national standards
organizations of the following countries are
bound to implement this European Standard:
Austria, Belgium, Cyprus, Czech Republic,
Denmark, Estonia, Finland, France, Germany,
Greece, Hungary, Iceland, Ireland, Italy, Latvia,
Lithuania, Luxembourg, Malta, Netherlands,
Norway, Poland, Portugal, Slovakia, Slovenia,
Spain, Sweden, Switzerland and United
Kingdom.

Oznameni o schvaleni

Endorsement notice

Text ISO/IEC 17011:2004 byl schvalen CEN a
CENELEC jako EN ISO/IEC 17011:2004 bez
jakychkoliv Uprav.

The text of ISO/IEC 17011: 2004 has been
approved by CEN and CENELEC as EN ISO/IEC

17011: 2004. without any modifications.
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Uvod

Introduction

\V regulované oblasti zavadéji statni organy z
dlvodd bezpecnostnich, zdravotnich,
ochrany Zivotniho prostfedi, prevence
podvodného jednani nebo z divodu
poctivosti na trhu zakony tykajici se
schvalovani produktl (tento termin zahrnuje
i sluzby). V neregulované oblasti zavedlo
mnoho prdimyslovych odvétvi - jak v ramci
svych narodnich ekonomik, tak i celosvétove
- systémy posuzovani shody a schvalovani
zameérené na dosazeni minimalni technické
Urovné, kterd umoziuje porovnatelnost a
také zajiS»uje rovné podminky
konkurencniho prostredi.

In the regulatory sector, government authorities
implement laws covering the approval of
products (including services) for reasons of
safety, health, environmental protection, fraud
prevention or market fairness. In the voluntary
sector, many lines of industry have, both within
an economy as well as globally, set up systems
for conformity assessment and approval,
aiming at achieving a minimum technical level,
enabling comparability, and also ensuring
competition on equal terms.




Predpokladem obchodu na zakladé rovnych
podminek je, Ze vSechny produkty (vCetné
sluzeb), které jsou formalné pfijimany v
jedné ekonomice, musi byt volné uvadény do
obéhu v ostatnich ekonomikach, aniz
prochazeji rozsahlym prezkusovanim, dalSimi
inspekcemi, certifikacemi atd. M3 to byt
pripad, u kterého neni rozhodujici zda
produkt (v€etné sluzeb) zcela nebo Castecné
spada do regulované oblasti.

A prerequisite for trade on equal terms is that
any product (incuding services), accepted
formally in one economy, must also be free to
circulate in other economies without having to
undergo extensive re-testing, re-inspection, re-
certification, etc. This should be the case
regardless of whether the product (incuding
services) falls wholly or partly under the
regulatory sector.

\VV dnesni spolec¢nosti je ¢asto pozadovano
stanoveni objektivni shody produktd (véetné
sluZzeb) se specifikovanym pozadavky.
Organy posuzujici shodu mohou takovou
shodu objektivné stanovit. Takové organy
posuzujici shodu vykonavaji ¢innosti
posuzovani shody, které zahrnuji certifikaci,
inspekci, zkouseni a v sou-vislosti s touto
mezinarodni normou, kalibraci.

In today’s society it is often required to state
objectively conformity of products (incuding
services) to specified requirements. Conformity
assessment bodies (CABs) can objectively state
such conformity. These CABs perform
confomity assessment activities that include
certification, inspection, testing and, in context
of this International Standard, calibration.

Pro kupujiciho, regula¢ni organ a pro
verejnost je dllezité védét, zda jsou takové
organy posuzujici shodu zplsobilé vykonavat
své Ulohy. To je ddvod pro existenci
narlstajici potreby nezavislého ovéreni jejich
odborné zpUsobilosti. Takové ovéreni je
vykonavano pravomocnymi akreditacnimi
organy, které jsou ve vztahu k organlim
posuzujicim shodu a jejich zakaznikim
nestranné a které zpravidla pracuji na
neziskovém zakladé (viz obrazek 1).

It is important for the purchaser, regulator and
the public to know that these CABs are
competent to perform their tasks. For that
reason there is an increasing demand for
impartial verification of their competence. Such
verification is done by authoritative
accreditation bodies that are impartial in
relation to both the CABs and their clients, and
which normally operate in a non-profit
distributing manner (see Figure 1).

Systém akreditace sluzeb organt
posuzujicich shodu ma byt pro kupuijici a pro
regulac¢ni organy zdrojem dlvéry. Takovy
systém ma usnadnovat zahrani¢ni obchod
tak, jak o to usiluji obchodni organy a
organizace. Zakladnim zamérem je dosazeni
stavu, kdy bude potrfebna jen jedna
akreditace a jen jedno posouzeni shody.

A system to accredit CAB conformity
assessment services should provide confidence
to the purchaser and regulator. Such a system
should facilitate cross-border trade, as pursued
by trade authorities and organizations. The
ultimate goal is to achieve one-stop
accreditation and one-stop conformity
assessment.

Systém usnadnujici zahrani¢ni obchod mdze
pracovat dobre, pokud vSechny akreditacni
organy a organy posuzujici shodu pracuji
srovnatelnym zplsobem dle celosvétoveé
prijatych pozadavk{ a berou v Gvahu zajmy
vSech zainteresovanych stran.

A “cross border” trade facilitating system can
work well if accreditation bodies and CABs all
operate to globally accepted requirements in an
equivalent manner and take into account the
interests of all parties concerned.
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Tato mezinarodni norma specifikuje
vSeobecné pozadavky na akreditani organy.
Mechanizmy vzajemnych hodnoceni, na
zakladé kterych je poskytovano ujisténi, ze
akreditani organy pracuji ve shodé s touto
mezinarodni normou, jsou vytvoreny na
regionalnich Urovnich a na mezinarodni
drovni. Ti, kdo takovym hodnocenim prosli,
se mohou stat ¢leny ujednani o vzajemném
uznavani. Trvalé dodrzovani této
mezinarodni normy je zajisténo
prostrednictvim pravidelnych opakovanych
hodnoceni.

This International Standard specifies the
general requirements for accreditation bodies.
Peer evaluation mechanisms have been created
at regional and international levels, through
which assurance is provided that accreditation
bodies are operating in accordance with this
International Standard. Those who have passed
such an evaluation can become members of
mutual recognition arrangements. Through
regular re-evaluations, the continued adherence
to this International Standard is assured.

Clenové ujednani o vzajemném uznavani
usnadnuji proces toho, Ze urcité ¢innosti jsou
vykonavany jen jednou, prostrednictvim
vzajemného uznavani, podpory a prijimani
akreditovanych posouzeni shody. To
znamena, Ze neni nutné, aby organ
posuzujici v néjaké ekonomice shodu byl
rlznymi akredita¢nimi organy pro ten samy
rozsah akreditovan vicekrat nez jednou.

'These mutual recognition arrangement
members facilitate the one-stop process,
through recognition, promotion and acceptance
of each other’s accredited conformity
assessments. This means that a CAB in an
economy should not need to be accredited
more than once for the same scope by different
accreditation bodies.

Akreditaéni organ

Posuzovani
zplsobilosti

k.

Organy posuzujici shodu

Posuzovani shody

w

Produkty
(vietné
sluzeb)

Dodavatel

POZNAMKA Termin ,dodavatel” je pouzivén
ve smyslu poskytovatele produktd (véetné
sluzeb).

Obrazek 1 - Diagram

Akreditacni organy posuzuji odbornou
zpUsobilost organt posuzujicich shodu.
Akreditacni organy mohou usnadnovat
obchod podporou globalniho pfijimani
vysledkd posuzovani shody vydavanych
akreditovanymi organy posuzujicimi shodu.
To je posileno, pokud akreditacni organy
provadéji vzajemné hodnoceni a pokud jsou
Cleny Umluv o vzajemném uznavani mezi
akreditacnimi organy.

Organy posuzujici shodu posuzuji shodu
produktd, sluZzeb a dodavateld se
specifikacemi a/nebo pozadavky.

Zakaznik ziskava produkty (vetné sluzeb),
které vyhovuji specifikacim nebo kupuje od
dodavatell produkty, které vyhovuji
specifickym pozadavkdm.

Regula¢ni organy mohou stanovit na
produkty a dodavatele pozadavky.
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Accreditation body

Assess competence

Conformity assessment bodies

Assess conformity

w

Products
{including
services)

Supplier I

NOTE The word suppliers used to mean
provider of products (including services)
Figure 1 - Flowchart
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Accreditation bodies assess the competence of
CABs. They can facilitate trade by promoting
global acceptance of conformity assessment
results issued by accredited CABs. This is
strengthened if they are peer-evaluated and are
members of mutual recognition arrangements
among the accreditation bodies.

CABs assess conformity of products, services
and suppliers to specifications and/or
requirements.

Purchaser acquire products (including services)
that conform to specifications or buy from
suppliers that conform to specific requirements.
Regulators may set requirements for products
and suppliers.




