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Pfedmluva

ISO (Mezindrodni organizace pro
normalizaci) je celosvétovou federaci
narodnich normaliza¢nich organt (¢lend
ISO). Mezindrodni normy obvykle pfipravuji
technické komise ISO. Kazdy ¢len ISO, ktery
se zajima o predmét, pro ktery byla
vytvorena technickd komise, ma pravo byt
v této technické komisi zastoupen. Prace se
zUcCastnuji také vladni i nevladni
mezinarodni organizace, s nimiz 1ISO
navazala pracovni styk. ISO Uzce
spolupracuje s Mezinarodni
elektrotechnickou komisi (IEC) ve vSech
zalezitostech normalizace v
elektrotechnice.

Navrhy mezinarodnich norem pfijaté
technickymi komisemi se rozesilaji ¢lenlim
ISO k hlasovani. Vydani mezindrodni normy
vyzaduje souhlas alespon 75 % z hlasujicich
¢lend.

Mezinarodni norma I1SO 10012-2 byla
pripravena technickou komisi ISO/TC 176
Management jakosti a zabezpecovani
jakosti, subkomisi SC 3 Podpdirné c¢innosti.

ISO 10012 sestava z nasledujicich ¢asti pod
vseobecnym nazvem Zabezpecovani jakosti
méfriciho zafizent:

C4st 1: PoZadavky na metrologicky
konfirmacni systém pro méfici zafizeni
Cast 2: Smérnice pro fizeni procesti méfeni

Cést 1 (v soucasné dobé v revizi) byla
vydana pod ndzvem PoZadavky na
zabezpecovani jakosti méficiho zarizeni -
Cést 1: Metrologicky konfirmacni systém
pro mérici zarizeni.

Prilohy A a B této ¢asti ISO 10012 jsou
pouze pro informaci.

Uvod
ISO 10012 je soucdsti souboru norem ISO
9000.

Foreword

ISO (the International Organization for
Standardization) is a worldwide federation of
national standards bodies (ISO member
bodies). The work of preparing International
Standards is normally carried out through I1SO
technical committees. Each member body
interested in a subject for which

a technical committee has been established
has the right to be represented on that
committee. International organizations,
governmental and

non-governmental, in liaison with ISO, also
take part in the work. ISO collaborates closely
with the International Electrotechnical
Commission (IEC) on all matters of
electrotechnical standardization.

Draft International Standards adopted by
the technical committees are circulated to
the member bodies for voting. Publication
as an International Standard requires
approval by at least 75 % of the member
bodies casting a vote.

International Standard 1SO 10012-2 was
prepared by Technical Committee ISO/TC
176, Quality management and quality
assurance, Subcommittee SC 3, Supporting
technologies.

ISO 10012 consists of the following parts,
under the general title Quality assurance for
measuring equipment:

Part 1: Metrological confirmation system
requirements for measuring equipment

Part 2: Guidelines for control of
measurement processes

Part 1 (now under revision) was published
under the title Quality assurance
requirements for measuring equipment -
Part 1: Metrological confirmation system for
measuring equipment.

Annexes A and B of this part of ISO 10012
are for information only.

Introduction
ISO 10012 is part of the ISO 9000 family of
standards.



Predpoklada se, ze tato ¢ast 1ISO 10012 bude
pouzivana jako navod pro management
jakosti nebo jako dokument obsahujici
pozadavky dohodnuté mezi dodavatelem a
zakaznikem. Je vypracovana ve vztahu k
zakaznikovi a dodavateli, pficemz oba terminy

vvvvv

»Dodavatelem” mize byt vyrobce, montazni

organizace nebo organizace poskytuijici sluzby.

~Zakaznikem” mze byt dodavatelska
organizace nebo zakaznik pouZzivajici vyrobek.
Dodavatelé se stavaji zakazniky v okamziku,
kdy porizuji vyrobky od obchodnik{l nebo z
jinych externich zdrojd.
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This part of ISO 10012 is intended to be used
as

a guidance document for quality management
or as a requirement document by agreement
between the Supplier and the Customer. It is
written in the context of a Customer and a
Supplier, both terms being interpreted in the
broadest sense. The "Supplier" may be a
manufacturer, an installer or a service
organization. The "Customer" may be a
procurement authority or a customer using a
product. Suppliers become customers when
procuring products from vendors or other
outside sources.

Doporucuje se, aby odkaz na tuto
mezinarodni normu byl provadén:

- zakaznikem pfri specifikovani
pozadovanych vyrobkd;

- dodavatelem pfri specifikovani
nabizenych vyrobk{;

- v pfipadé zajmu spotrebitelem nebo
zameést-nancem, nebo legislativnimi Ci
ridicimi organy;

- pfi posuzovani a auditu rizeni méficich
systémd.

Tato ¢ast ISO 10012 obsahuje (v kapitole 4)
jak doporuceni, tak navod. Je vypracovana
ve vztahu k zakaznikovi a dodavateli v
souvislosti

s vyrobkem, pricemz vSechny terminy jsou
8402.

Aby se rozliSilo doporuceni a navod, je
navod

v kapitole 4 za kazdym pfislusSnym odstav-
cem uveden v ramecku, kurzivou a s naz-
vem "NAVOD”.

Text pod nadpisem ,NAVOD” je uveden pouze
pro informaci a neobsahuje zadné pozadavky.
Pfislusné formulace se nemaji chapat jako
doplnéni, omezeni ani jako Uprava jakéhokoli
pozadavku.

Cést 1 normy ISO 10012 obsahuje véeobecné
pozadavky na zabezpecCovani jakosti pfi fizeni
méficiho zafizeni. Cast 2 poskytuje doplfiujici
navod pro aplikaci statistické regulace procesu
v pfipadé, Ze je to pro dosazeni cilli podle ¢asti
1 vhodné.

Reference to this International Standard is
recommended to be made:

- by a Customer when specifying products
required;

- by a Supplier when specifying products
offered;

- by consumer or employee interests, or
by legislative or regulatory bodies;

- in assessment and audit of the control
of measurement systems.

This part of ISO 10012 includes (in clause 4)
both recommendations and guidance. It is
written in the context of a Customer and a
Supplier for

a product, all terms being interpreted in the
broadest sense given in ISO 8402.

In order to distinguish clearly between
recommendations and guidance, in clause 4
the latter appears in italic typeface, in a box,
after each corresponding paragraph under
the heading "GUIDANCE".

The text under "GUIDANCE" is for
information only and contains no
requirements. Statements given there are
not to be construed as adding to, limiting,
or modifying any requirement.

Part 1 of ISO 10012 contains general quality
assurance requirements for the control of
measuring equipment. Part 2 provides
supplementary guidance on the application
statistical process control when this is
appropriate for achieving the objectives of part
1.



Méreni se ma povazovat za uceleny proces.
Metody fizeni procesd méreni zaloZzené na
pravidelném monitorovani a analyze udaj
z méreni jsou aplikovatelné na vSech
Urovnich méreni pocinaje kalibraci etalon{
dodavatele provadénou externi kalibracni
laboratofi az po rutinni méreni provadéna
dodavatelem. Postupy pro fizeni procesd
meéreni Ize pouZit:

- ke zjistovani neobvyklych kolisani v
pribéhu procesu méreni;

- ke zjistovani problémd s
opakovatelnosti;

- pro identifikovani a kvantifikovani
kompenzaci nebo korekcnich souciniteld
pro jakykoli drift;

- pro podporu identifikovani
predpoveéditelnych periodickych kolisani
vcetné cyklickych kolisani;

- pro poskytovani urcité dokumentace
podle poZadavkl na zabezpecovani jakosti.

Pojem ,fizeni procesd méreni” se rovnéz
nazyva ,zabezpecovani méreni”.

V praxi je fizeni procesl méreni
aplikovatelné zejména na kritické nebo
slozité systémy meéreni (napriklad pro
Ucely bezpecnostni

a ekonomické). Dodavatel mdze uvazit,
zda systém konfirmace specifikovany v ISO
10012-1 poskytuje prfimérené fizeni
rutinnich procesd, jako je napriklad
zkouseni nekritickych slozek.
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Measurement should be considered as an
overall process. The methods for the control of
measurement processes, based on the regular
monitoring and analysis of measurement data,
are applicable at all levels of measurement,
ranging from the calibration of the Supplier's
measurement standards by an outside
metrology laboratory to the Supplier's own
routine measurements. Procedures for the
control of measurement processes can be
used:

- to detect unusual variations in the
operation of the measurement process;

- to detect problems with repeatability;
- toidentify and quantify the
compensations or correction factors for any
drift;

- to help in the identification of
predictable periodic variations, including
cyclic variations;

- to provide some of the documentation
required by quality assurance
requirements.

This concept of "Measurement Process
Control" has also been known as
"Measurement Assurance".

In practice, the control of measurement
processes is specifically applicable to critical
or complex measurement systems (for
example for safety or economic purposes). A
Supplier may consider that the confirmation
system specified in ISO 10012-1 provides
adequate control for routine processes, such
as the testing of non-critical components.




Metrologicky konfirmacni systém popsany
v ISO 10012-1 ma zajistit, aby méreni
(provadéna meéficim zarizenim, které je v
me-zich intervalu konfirmace) byla pro
tento Ucel dostatecné presna. Zatimco
vSak interval konfirmace stanoveny na
zakladé zkuSenosti dava velkou
pravdépodobnost, ze méfici zafizeni na
konci tohoto intervalu konfirmace bude
stale spravné fungovat, nemdze zabranit
nahodnym porucham ani neoCekavanym a
malo zjevnym posSkozenim. Kromé toho
metrologicky konfirmacni systém
neposkytuje zadné ujisténi, Ze se méfici
zafizeni pouziva spravné. | to nejpresnéjsi
mefrici zafizeni poskytne nespravné
vysledky méreni, jestlize se pouziva
nespravné. Zarukou by mély byt spravné
vypracované pisemné postupy méreni, ale
ne vzdy je mozné zajistit, aby tyto postupy
byly spravné dodrzovany. Rizeni méfeni
jako procest v souladu s ¢asti 2 normy 1SO
10012 snizi mozny vyskyt problémd
vzniklych pfi nahodnych poruchach,
poskozenich nebo pfi nespravném
pouzivani. Efektivnost nebo mira takového
snizeni je dana tim, jak ¢asto se provadéji
kontroly (fizeni procesu). Kontrolni interval
je zaleZitosti fidiciho a komerc¢niho Usudku
a proto v této ¢asti ISO 10012 nejsou
uvedena specificka (kvantifikovana)
doporuceni tykajici se tohoto intervalu.

Méfici zafizeni je pouze jednim z mnoha
faktord, které ovliviuji méreni. Pod
pojmem ,proces mereni” se méreni chape
jako Uplny proces pocinaje analyzou
dUsledkl védeckého zadkladu méreni,
navaznosti hodnot etalon(, kalibraci a
pfipadné justovanim, pres verifikaci

a metrologickou konfirmaci az po vysledky
dosazené meéfricimi pristroji na misté
méreni

a pfi danych podminkach pouzivani.

The Metrological Confirmation System
described in ISO 10012-1 is intended to
ensure that the measurements (performed
using measuring equipment that is within
its confirmation interval) are sufficiently
accurate for the purpose. However, while
the confirmation interval, based on
experience, provides a high probability
that measuring equipment is still
functioning correctly at the expiry of its
confirmation interval, it cannot guard
against random failure or unsuspected and
not easily visible damage. Additionally, the
metrological confirmation system does not
provide any assurance that the measuring
equipment is being used correctly. Even
the most accurate measuring equipment
will provide incorrect measurement results
when used incorrectly. Correctly written
measurement procedures should be a
safeguard, but it is not always possible to
ensure that the procedures are being
correctly followed. Controlling
measurements as processes, in
accordance with part 2 of ISO 10012,
reduces the possibilities of problems
arising from random failure, damage or
misuse. The effectiveness or degree of
such reductions is determined by how
frequently the checks (process controls)
are undertaken. The frequency is a matter
of managerial and commercial judgement
and, therefore, specific (quantified)
recommendations concerning the
frequency will not be made in this part of
SO 10012.

Measuring equipment is only one of many
factors affecting measurements. The
concept of

a "Measurement process" views
measurement as a complete process
starting from analysis of the implications
of the scientific basis of the measurement,
traceability of the values of measurement
standards, calibration and, if necessary,
adjustment through verification and
metrological confirmation, to the results
produced by the measuring equipment at
the place of work and under the conditions
of use.



Provozovani systému metrologické
konfirmace Casto vyzaduje preneseni
meériciho zarizeni ke kalibraci, justovani nebo
k opravé a pripadné

k verifikaci a rekonfirmaci z mista jeho
pouzivani do Ustfedni metrologické
laboratofe. Casto se zjisti, Ze toto vracené
zafizeni ve skuteCnosti pracuje spravneg, ze
nebyly nutné zadné opravy ani justovani.
Kdyby tomu tak u velké Casti zafizeni
skutecné nebylo, existovalo by zavazné
riziko, ze

v dobé jeho pouzivani, zejména ke konci jeho
intervalu konfirmace, byly ziskany nespravné
vysledky. Jestlize se zjisti, ze méfici zafizeni
vracené ke konfirmaci jenom proto, ze bylo
dosazeno konce jeho intervalu konfirmace,
funguje spravné, je mozné namitnout, ze

s ohledem na zkuSenosti mohlo byt pfi
velkych Usporach nakladd a neprijemnosti
ponechano v pouzivani. Rizika ziskani
chybnych vysledk méreni obvykle vedou k
tomu, Ze tato namitka nemdze byt prijatelna.
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The operation of a metrological confirmation
system often involves measuring equipment
having to be taken from its place of use to a
central metrological laboratory for calibration,
adjustment or repair and, if necessary,
verification and

re-confirmation. It is frequently found that
such returned equipment is, in fact, operating
correctly, no repairs or adjustments being
necessary. Indeed, if this were not so for a
high proportion of the equipment, there
would be a significant chance that incorrect
results had been obtained while it was in use,
especially towards the end of its confirmation
interval. If measuring equipment, returned for
confirmation merely because it has reached
the end of its confirmation interval, is found
to be functioning correctly, it is possible to
argue that, with hindsight, it could have been
left in use, at

a great saving in cost and inconvenience. The
risks of producing erroneous measurement
results will usually dictate that this argument
cannot be accepted.




