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Predmluva

ISO (Mezinarodni organizace pro normalizaci)
a IEC (Mezinarodni elektrotechnicka komise)
vytvareji specia-

lizovany systém pro celosvétovou standardizaci.
Narodni organy, které jsou ¢leny ISO nebo IEC,
se podili na vyvoji mezinarodnich norem
prostrednictvim technickych vybord, zalozenych
prislusnou organizaci, aby se zaby-

valy odpovidajicimi obory technickych ¢innosti.
Technické komise v ISO a IEC spolupracuji

v oblastech spolec¢ného zajmu. Prace se ve
spojeni s ISO a IEC tcastni i dalsi mezindrodni,
vladni i nevladni, organizace.

Postupy pouzité pri tvorbé tohoto dokumentu

a postupy urcené pro jeho dalsi udrzovani jsou
popsany ve smeér-

nicich ISO/IEC, ¢ést 1. Pozornost se ma
vénovat zejména rozdilnym schvalovacim
kritériim potfebnym pro ruzné druhy
dokumentt. Tento dokument byl vy-

pracovan v souladu s redakénimi pravidly
uvedenymi ve smérnicich ISO/IEC, ¢ast 2 (viz
www.iso.org/directives)

Upozornuje se na moznost, ze nékteré prvky
tohoto dokumentu mohou byt predmétem
patentovych prav. ISO a IEC nelze Cinit
odpovédnymi za identifikaci jaké-

hokoliv nebo vSech patentovych prav.
Podrobnosti o jakychkoliv patentovych pravech
identifikovanych béhem pripravy tohoto
dokumentu budou uvedeny v tvodu a/nebo

v seznamu patentovych prohlaseni
obdrzenych ISO (viz www.iso.org/patents)
nebo v se-

znamu patentovych prohlaseni obdrzenych IEC
(viz http://patents.iec.ch).
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Foreword

ISO (the International Organization for
Standardization) and IEC (the International
Electrotechnical Commission) form the
specialized system for worldwide standardization.
National bodies that are members of ISO or IEC
participate in the development of International
Standards through technical committees
established by the respective

organization to deal with particular fields of
technical activity. ISO and IEC technical
committees collaborate in fields of mutual
interest. Other international organizations,
governmental and non-governmental, in liaison
with ISO and IEC, also take part in the work.
The procedures used to develop this document
and those intended for its further maintenance
are described in the ISO/IEC Directives, Part 1. In
particular, the different approval criteria needed
for the different types of docu-

ment should be noted. This document was
drafted in accordance with the editorial rules
of the ISO/IEC

Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some
of the elements of this document may be the
subject of patent rights. ISO and IEC shall not
be held responsible for identifying any or all
such patent rights. Details of any patent rights
identified during the development of the
document will be in the Introduction and/or on
the ISO list of patent declarations received (see
www.iso.org/patents) or the IEC list of patent
declarations received (see
http://patents.iec.ch).
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Jakykoliv obchodni nazev pouzity v tomto
dokumentu se uvadi jako informace pro
usnadnéni prace uzivateli a neznamena
schvaleni.

Vysvétleni nezavazného charakteru technickych
norem, vyznamu specifickych termint a vyraza
ISO, které se vztahuji k posuzovani shody,
jakoz i informace o tom, jak ISO dodrzuje
zasady Svetové obchodni organizace (WTO)
tykajici se technickych prekazek obchodu (TBT),
jsou uvedeny na tomto odkazu URL:
Www.iso0.org/iso/ foreword.html.

Tento dokument vypracovala komise ISO pro
posuzo-

vani shody (CASCO).

Jakakoliv zpétna vazba nebo otazky tykajici se
tohoto dokumentu maji byt adresovany
narodnimu normalizac-

nimu organu uZivatele. Uplny seznam téchto

organt je uveden na www.iso.org/
members.html.

Uvod

Validaci a ovérovanim, jako posuzovanim
shody, se

rozumi potvrzeni spolehlivosti informaci
deklarovanych ve vyrocich. DalSimi terminy
pouzivanymi pro ucely posouzeni validaci

a ovéreni jsou ,prohlaseni, ,dekla-

race”, ,tvrzeni“, ,predikce” nebo ,zprava“.
Obé cinnosti se rozliSuji podle casového
rozvrhu posu-

zovaného vyroku. Validace se vztahuje na vyroky
tykajici se zamysleného budouciho pouziti nebo
planovaného vystupu (potvrzeni
hodnovérnosti), zatimco ovéreni se vztahuje na
vyroky tykajici se udalosti, které jiz nastaly, nebo
vysledku, které jiz byly ziskany (potvrzeni
pravdi-

vosti).

Vzhledem k tomu, ze pozadavky v tomto
dokumentu jsou obecné povahy, je treba zavést
program pro konkrétni validaci/ovéreni. Takovy
program dale specifikuje definice, zésady,
pravidla, procesy a pozadavky na kroky procesu
validace/ovérovani, jakoz i na kompetence
validatora/

ovérovatell pro specificky sektor. Programy
mohou byt préavni rdmce, mezinarodni,
regiondlni nebo narodni normy, globalni
iniciativy, sektorové aplikace a také
individualni dohody s klienty
validacniho/ovérovaciho organu.

Any trade name used in this document is
information given for the convenience of users
and does not con-

stitute an endorsement.

For an explanation of the voluntary nature of
standards, the meaning of ISO specific terms
and expressions

related to conformity assessment, as well as
information about ISO's adherence to the World
Trade Organization (WTO) principles in the
Technical Barriers to Trade (TBT) see www.iso.
org/iso/foreword.html.

This document was prepared by the ISO
Committee on Conformity Assessment
(CASCO).

Any feedback or questions on this document
should be directed to the user,s national
standards body. A complete listing of these
bodies can be found at
www.iso.org/members.html.

Introduction

Validation and verification as conformity
assessment are understood to be

a confirmation of reliability of

information declared in claims. Other terms in
use for the object of assessment by validation
and verification are “statement”, “declaration”,
“assertion”, “prediction” or “report”.

Both activities are distinguished according to the
timeline of the assessed claim. Validation is
applied to claims regarding an intended future
use or projected outcome (confirmation of
plausibility), while verification is applied to
claims regarding events that have already
occurred or results that have already been

obtained (confirmation of truthfulness).

Since the requirements in this document are
generic in nature, a programme for the particular
validation/verification needs to be operated. Such
a programme further specifies definitions,
principles, rules, processes and requirements for
validation/verification process steps, as well as
for the competence of validators/verifiers for

a specific sector. Programmes can be legal
frameworks, interna-

tional, regional or national standards, global
initiatives, sector applications as well as
individual agreements with clients of the
validation/verification body.
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Jistota je poskytovana validaci/ovérenim a dava
duvéru zainteresovanym strandm a stranam,
které maji zdjem o vyrok. Program muze
stanovovat urovné jistoty, napr. primérena
nebo omezena Uroven jistoty.

Podle ISO/IEC 17000 funkéni pristup

k prokazani, Ze jsou splnény specifikované
pozadavky popisuje posuzovani shody jako
posloupnost tri funkci:

- vybér,

- stanoveni,

- prezkoumani a potvrzeni.

Vztah mezi obecnymi terminy a pojmy
definovanymi v ISO/IEC 17000 a terminy

a pojmy definovanymi v tomto dokumentu je
uveden v tabulce B.1.

Podle tohoto funkéniho pristupu zahrnuje
validace a ovéreni jako posuzovani shody
rozhodnuti o potvrzeni vyroku. Rozhodnuti

o tom, zda vyrok vyhovuje puvodné
specifikovanym pozadavkum (¢i nikoliv), pak
vydava validaCni/ovérovaci organ jako
prohlaseni o validaci/

ovéreni. Specifikované pozadavky mohou byt
obecné nebo podrobné, napr. vyrok je prosty
zavaznych ne-

spravnych udaji. Prislusny program muze
stanovovat dalsi kroky v ramci
validacniho/ovérovaciho procesu.

P1i urCovani, zda lze vyrok klienta potvrdit, musi
validac¢ni/

overovaci organy shromazdit informace

a ziskat Uplné porozumeéni ohledné plnéni
specifikovanych pozadavku. To mize zahrnovat
prislusné vyhodnoceni tdaju a planu,
prezkoumani dokumentace, provadéni alter-
nativnich vypoc¢tl, navstévu pracovist nebo
rozhovory s lidmi.

PoZadavky specifikované v tomto dokumentu
jsou spolec¢né pro obé ¢innosti, validaci

i ovérovani. Tam, kde se poZadavek vztahuje
pouze na jednu ¢innost, je to identifikovano.
Validac¢ni/ovérovaci organy mohou byt interni
organy organizace, ktera poskytuje vyrok (prvni
strana), organy, které maji uZivatelsky zajem na
vyroku (druha strana), nebo organy, které jsou
nezavislé na osobé nebo orga-

nizaci, ktera vyrok poskytuje, a které nemaji
uzivatelské zajmy na tomto vyroku (treti
strana).

Assurance is provided by validation/verification
and gives confidence to stakeholders and parties
interested in the claim. The programme can
define levels of assu-

rance, e.g. a reasonable or limited level of
assurance.

According to ISO/IEC 17000, the functional
approach to the demonstration that specified
requirements are fulfilled describes conformity
assessment as a series of the three functions:
- selection;

- determination;

- review and attestation.

The relationship between the generic terms and
concepts defined by ISO/IEC 17000 and the
terms and concepts defined by this document
is given in Table B.1.

According to this functional approach,
validation and verification as conformity
assessment include a deci-

sion on the confirmation of the claim. The
decision as to whether (or not) the claim
conforms with the initially specified
requirements is then issued by the validation/
verification body as the validation/verification
statement. The specified requirements can be
general or detailed, e.g. the claim being free
from material misstatements. The applicable
programme can define additional steps within
the validation/verification process.

When determining whether the claim by

a client can be confirmed,
validation/verification bodies need to gather
information and develop a complete
understanding

regarding fulfilment of the specified
requirements. This can include an appropriate
evaluation of data and plans, reviewing
documentation, performing alternative cal-
culations, visiting sites or interviewing people.
The requirements specified by this document are
common to both activities, validation as well as
verification. Wherever a requirement applies
only to one activity it is identified.
Validation/verification bodies can be internal
bodies of the organization that provides the
claim (first party), bodies that have a user
interest in the claim (second party) or bodies
that are independent of the person or
organization that provides the claim and have
no user interests in that claim (third party).



Definovanim validace/ovéreni jako potvrzeni se
tyto ¢innosti odlisuji od jinych nastroji
posuzovani shody, protoze nevedou

k charakteristice (testovani), ani k provedeni
kontroly (inspekce) nebo potvrzeni shody po
stanovenou dobu (certifikace).
Validac¢ni/ovérovaci ¢innosti vSak maji
odpovidat aplikacim systému posu-

zovani shody. Zrovna tak jako mohou byt pro
ucely

inspekce zahrnuty protokoly o zkouskach

z laboratore, nebo auditovani systému
managementu vyrobce muze byt vyuzito jako
vstup pro certifikaci vyrobku, 1ze pro-

hlaseni o validaci/ovéreni pouzit jako vstup pro
dalsi ¢innost posuzovani shody. Stejné tak
vysledky jinych ¢innosti posuzovani shody
mohou byt pouZzity jako vstup pri provadéni
valida¢nich/ovérovacich ¢innosti.

Samotnd prohlaseni o shodé vydana v dusledku
jiné c¢innosti posuzovani shody se nepovazuji za
predmeéty validace/ovéreni podle tohoto
dokumentu. To zahrnuje napriklad deklaraci
dodavatele o shodé tykajici se spe-

cifikaci vyrobku podle ISO/IEC 17050,
certifikaty podle ISO/IEC 17021-1 nebo
prezkoumani navrhu a ovéreni v souvislosti

s inspekci podle ISO/IEC 17020.

Tento dokument se déle nevztahuje na situace,
kdy jsou validaCni/ovérovaci ¢innosti
provadény jako kroky v ramci procesu zkouseni
(ISO/TIEC 17025, ISO 15189), inspekce
(ISO/IEC 17020) nebo certifikace

(ISO/TEC 17021-1, ISO/IEC 17065) a tam, kde
je treba pouzit specifické pozadavky pro
strukturovani a prova-

déni téchto procesu. Priklady jsou validace
metody jako krok pri zkusebni ¢innosti
provadéné v souladu s ISO/IEC 17025

a validace/ovéreni navrhu v souvislosti

s implementaci systému managementu podle
ISO 9001.

By defining validation/verification as
confirmation, these activities are differentiated
from other conformity assessment tools as
neither resulting in a characteri-

zation (testing) nor providing examination
(inspection) or an attestation of conformity for
a defined period (cer-

tification). However, validation/verification
activities is intended to match applications of
the conformity assess-

ment system. Just as test reports from

a laboratory can be included for inspection
purposes, or auditing the producer,s
management system can be used as an input for
product certification, validation/verification
statements can be used as an input for another
conformity assessment activity. Likewise, results
of other conformity assessment activities can be
used as an input when performing
validation/verification activities.

Statements of conformity themselves, issued as
a result of another conformity assessment
activity, are not con-

sidered to be objects of validation/verification
according to this document. This includes, for
example, a supplier,s declaration of conformity
regarding product specifications according to
ISO/IEC 17050, certificates according to
ISO/IEC 17021-1 or design examination and
verification in the context of inspection
according to ISO/IEC 17020.

Furthermore, this document does not apply to
situations where validation/verification
activities are undertaken as steps within the
process of testing (ISO/IEC 17025, ISO 15189),
inspection (ISO/IEC 17020) or certification
(ISO/IEC 17021-1, ISO/IEC 17065) and where
specific requirements need to be applied for
structuring and performing these processes.
Examples are method validation as a step of

a testing activity performed in accordance with
ISO/IEC 17025 and design validation/
verification in the context of implementing

a management system according to ISO 9001.



Soucasné priklady validace/overeni jako
¢innosti po-

suzovani shody vcetné vyroku vztahujicich se

k emisim sklenikovych plynu (napt. podle ISO
14064-3), envi-

ronmentalnim znackam, prohlasenim

o produktech a k jejich stopam (napr. podle
ISO 14020 a ISO 14040, jako jsou
environmentalni prohlaseni o produktu),
udrzitelnosti nebo vykazovani vlivu na zivotni
prostredi (napr. podle ISO 14016). Potencialni
nové aplikace mohou zahrnovat vyroky tykajici
se stavebni technologie, managementu
hospodareni s energii, finan¢niho fizeni, systéma
prumyslové automatizace, softwarového a sys-
témového inZenyrstvi, umélé inteligence,
informacnich technologii, zdravotnickych vyrobku
a zdravotnickych pro-

stredka, bezpecnosti stroju, bezpecnostniho

a kon-

strukcniho inZenyrstvi a socialni odpoveédnosti.
Avsak

v sektorovych aplikacich, kde se
validace/ovérovani neprovadi jako Cinnosti
posuzovani shody vymezené v tomto
dokumentu, nespadaji tyto Cinnosti do rozsahu
pusobnosti tohoto dokumentu.

V tomto dokumentu jsou pouzity nasledujici
slovesné tvary:

- ,musi” vyjadruje pozadavek,

- ,ma" vyjadruje doporuceni,

- ,smi” vyjadruje povoleni,

- ,muze" vyjadruje moznost nebo schopnost.
Dalsi podrobnosti 1ze nalézt ve smérnicich
ISO/IEC, Cast 2.

Pro tcely dalsiho vyzkumu se uZivatelé vybizeji ke
sdileni nazort na tento dokument a jejich
priorit pro zmény v budoucich vydanich.
Kliknéte na odkaz uvedeny nizZe pro ucast v on-
line pruzkumu:
https://fr.surveymonkey.com/r/NG3LYKD

1 Predmet normy

Tento dokument obsahuje obecné zasady

a pozadavky na kompetence, konzistentni
¢innost a nestrannost

organi provadéjicich validaci/ovérovani jako
¢innosti posuzovani shody.

Current examples for validation/verification as
conformity assessment activities include claims
related to green-

house gas emissions (e.g. according to ISO
14064-3), environmental labelling, product
declarations and foot-

prints (e.g. according to ISO 14020 and ISO
14040, such as the environmental product
declaration), sustainability or environmental
reporting (e.g. according to ISO 14016).
Potential new applications can include claims
relating to construction technology, energy
management, financial management, industrial
automation systems, software and systems
engineering, artificial intelligence, information
technology, healthcare products and medical
devices, machine safety, safety and design
engineering, and social responsibility.
However, in sector applications where
validation/verification are not performed as
conformity

assessment activities as defined by this
document, these activities are not within the
scope of this document.

In this document, the following verbal forms
are used:

- “shall” indicates a requirement;

- “should” indicates a recommendation;

- ”may" indicates a permission;

“can” indicates a possibility or a capability.
Further details can be found in the ISO/IEC
Directives, Part 2.

For the purposes of research, users are
encouraged to share their views on this
document and their priorities for changes to
future editions. Click on the link below to take
part in the online survey:
https://fr.surveymonkey.com/r/NG3LYKD

1 Scope

This document contains general principles and
require-

ments for the competence, consistent
operation and impartiality of bodies
performing validation/verification as
conformity assessment activities.


https://fr.surveymonkey.com/r/NG3LYKD

Organy fungujici podle tohoto dokumentu
mohou pro-

vadét validaci/ovérovani jako Cinnosti prvni,
druhé, nebo treti strany. Organy mohou
pusobit pouze jako validacni, pouze ovérovaci,
nebo mohou poskytovat obé dvé ¢innosti.
Tento dokument je pouzitelny pro
valida¢ni/ovérovaci organy v jakémkoli sektoru
a poskytuje potvrzeni, ze vyroky jsou budto
vérohodné s ohledem na zamyslené budouci
pouziti (validace) nebo pravdivé uvedeny
(ovéreni). Vysledky jinych cinnosti posuzovani
shody (napr. zkouSeni, inspekce a certifikace)
se nepovazuji za predmét validace/ovérovani
podle tohoto dokumentu. Neexistuji ani situace,
kdy jsou validaCni/ovérovaci ¢innosti
provadény jako kroky v ramci jiného procesu
posuzovani shody.

Tento dokument je pouZitelny pro jakykoli
sektor ve spojeni se sektorove specifickymi
programy, které obsahuji pozadavky na procesy
a postupy validace/ovérovani.

Tento dokument je pouzitelny jako zaklad pro
proces akreditace realizovany akreditacnimi
organy, vzajemné posuzovani v ramci skupin
pro vzajemné posuzovani nebo jiné formy
uznavani validaCnich/ovérovacich organt
mezinarodnimi nebo regionalnimi organizacemi,
vladami, regula¢nimi organy, vlastniky
programu, prumyslovymi subjekty,
spole¢nostmi, klienty nebo spotrebiteli.
POZNAMKA Tento dokument obsahuje obecné
pozadavky a je neutrdlni s ohledem na
momentalné fungujici programy
validace/ovérovani. PoZzadavky prislusnych
programu dopl-

nuji pozadavky tohoto dokumentu.

Bodies operating according to this document can
provide validation/verification as a first-party,
second-party or third-party activity. Bodies can
be validation bodies only, verification bodies
only, or provide both activities.

This document is applicable to
validation/verification bodies in any sector,
providing confirmation that claims are either
plausible with regards to the intended future
use (validation) or truthfully stated (verification).
However, results of other conformity
assessment activities (e.g. testing, inspection
and certification) are not considered to be
subject to validation/verification according to
this document. Neither are situations where
validation/

verification activities are performed as steps
within

another conformity assessment process.

This document is applicable to any sector, in
conjunction with sector specific programmes that
contain requirements for validation/verification
processes and procedures.

This document can be used as a basis for
accreditation by accreditation bodies, peer
assessment within peer assessment groups, or
other forms of recognition of
validation/verification bodies by international or
regional organizations, governments,
regulatory authorities, programme owners,
industry bodies, companies, clients or
consumers.

NOTE This document contains generic
requirements and is neutral with regard to the
validation/verification programme in operation.
Requirements of the applicable programmes
are additional to the requirements of this
document.

Konec nahledu - text dale pokracuje v placené verzi CSN.



