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Predgovor

ISO (Medunarodna organizacija za standardizaciju) je svetska federacija nacionalnih institucija za
standardizaciju (Clanica 1SO). Rad na pripremanju medunarodnih standarda obavlja se kroz tehniCke
komitete 1SO. Svaka Clanica ISO, kada je zainteresovana za predmet rada nekog od osnovanih tehniCkih
komiteta, ima pravo da delegira svoje predstavnike u taj komitet. Medunarodne organizacije, vladine i
nevladine, koje su u vezi sa ISO, takode ucestvuju u radu. ISO tesno saraduje sa Medunarodnom
elektrotehnickom komisijom (IEC) u vezi sa svim pitanjima standardizacije u oblasti elektrotehnike.

Medunarodni standardi izraduju se u skladu sa pravilima sadrzanim u Direktivama ISO/IEC, Deo 3.

Nacrt medunarodnog standarda koji usvoji tehniCki komitet Salje se ¢lanicama ISO na glasanje. Da bi
medunarodni standard bio usvojen, potrebno je da ga odobri najmanje 75 % od ukupnog broja Clanica koje
su ucestvovale u glasanju.

Skree se paznja na moguénost da neki od elemenata ovog medunarodnog standarda mogu biti predmet
prava intelektualne svojine. 1ISO ne preuzima odgovornost za identifikaciju bilo kojeg od ovih prava
intelektualne svaoijine.

Medunarodni standard ISO 9004 pripremio je TehniCki komitet I1SO/TC 176, MenadZment kvalitetom i
obezbedenje kvaliteta, Potkomitet SC 2, Sistemni kvaliteta.

Ovo drugo izdanje standarda ISO 9004 stavlja van shage i zamenjuje ISO 9004-1:1994, koji je tehnicCki
revidiran. Naslov je modifikovan da bi odrazio savremenost sistema menadZmenta kvalitetom. Mnogi
postojeéi medunarodni standardi u okviru familije ISO 9000 bice preispitani radi povla¢enja ili ponovnog
izdavanja kao tehnicki izvestaji, jer su mnoge od njihovih odredbi uklju¢ene u ovaj medunarodni standard.

U poredenju sa prethodnim izdanjima, 1SO 9001 i ISO 9004 sada cine uskladen par standarda o
menadzmentu kvalitetom. ISO 9001 ima za cilj da pruzi obezbedenje kvaliteta proizvoda i povecavanje
zadovoljenja korisnika, dok ISO 9004 koristi Sire perspektive menadzmenta kvalitetom za davanje smernica
za poboljSavanje performansi.

Prilozi A i B ovog medunarodnog standarda samo su informativni.
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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 ISO 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.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 3.

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.

Attention is drawn to the possibility that some of the elements of this International Standard may be the subject of
patent rights. 1ISO shall not be held responsible for identifying any or all such patent rights.

International Standard ISO 9004 was prepared by Technical Committee 1SO/TC 176, Quality management and
quality assurance, Subcommittee SC 2, Quality systems.

This second edition of ISO 9004 cancels and replaces ISO 8004-1:1994, which has been technically revised. The
title has been modified to reflect the comprehensiveness of the quality management system. Many of the existing
International Standards within the 1SO 9000 family will be reviewed for withdrawal, or for re-issue as Technical
Reports, as many of their provisions are incorporated into this International Standard.

In comparison to previous editions, ISO 9001 and ISO 9004 now form a consistent pair of standards on quality
management. 1SO 9001 aims to give quality assurance of product and to enhance customer satisfaction, while
ISO 9004 uses a broader perspective of quality management to give guidance for performance improvement.

Annexes A and B of this International Standard are for information only.
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Uvod

0.1 Opste odredbe

Usvajanje sistema menadzmenta kvalitetom treba da predstavija strateSku odluku najviseg rukovodstva
organizacije. Projektovanje i realizacija sistema menadzmenta kvalitetom u organizaciji zavise od raznih
potreba, datih ciljeva, proizvoda koji se isporu€uju, procesa koji se koriste i veliCine i strukture same
organizacije. Ovaj medunarodni standard zasnovan je na osam principa menadzmenta kvalitetom. Medutim,
ovaj medunarodni standard nema za cilj da nametne uniformnost u strukturi sistema menadzmenta
kvalitetom niti uniformnost dokumentacije.

Cilj organizacije je da:

— identifikuje i zadovolji potrebe i oCekivanja svojih korisnika i ostalih zainteresovanih strana (osoblja u
organizaciji, isporucilaca, vlasnika, drustva), da postigne konkurentsku prednost i da to ucini na efektivan
i efikasan nacin i

— da ostvari, odrzava i poboljSava sveopste organizacione performanse i mogucnosti.

Primena principa menadZzmenta kvalitetom ne samo da daje direktne koristi nego, takode, pruza vazan
doprinos menadZzmentu troSkovima i rizicima. Razmatranja menadZmenta koristima, troSkovima i rizicima
vazna su za organizaciju, njene korisnike i ostale zainteresovane strane. Ta razmatranja na sveukupnim
performansama organizacije mogu uticati na:

— lojalnost korisnika;

— stalnost poslovanja i reference;

— radne rezultate, kao $to su prihod i u¢eSée na trzistu;

— fleksibilno i brzo reagovanje na prilike na trzistu;

— troSkove i trajanje ciklusa, pomocu efektivnog i efikasnog koriSéenja resursa;
— povezivanje procesa koji ¢e najbolje ostvarivati Zeljene rezultate;

— konkurentsku prednost poboljSavanjem organizacionih moguénosti;

— shvatanje i motivaciju osoblja u vezi sa opstim i posebnim ciljevima organizacije, kao i na uceSée u
stalnim poboljSavanjima;

— poverenje zainteresovanih strana u efektivhost i efikasnost organizacije, koje se pokazuje kroz
finansijske i drustvene koristi od performansi organizacije, Zivotnog ciklusa proizvoda i ugleda;

— sposobnost da se stvori vrednost, kako za organizaciju tako i za njene isporucioce, optimizacijom
troSkova i resursa, kao i fleksibilnoSéu i brzinom zajednikog reagovanja na promene na trzistu.

0.2 Procesni pristup

Ovaj medunarodni standard podsti¢e usvajanje procesnog pristupa kada se razvija, primenjuje i poboljSava
efektivnost i efikasnost sistema menadzmenta kvalitetom, radi povecanja zadovoljenja zainteresovanih strana
ispunjavanjem njihovih zahteva.

Da bi jedna organizacija efektivho i efikasno funkcionisala, ona mora da identifikuje i obavlja menadzment
brojnim povezanim aktivnostima. Aktivhost koja koristi resurse i kojom se obavlja menadzment da bi se
transformisali ulazni elementi u izlazne smatra se procesom. Cesto izlazni element jednog procesa direktno
Cini ulazni element sledeceg procesa.

Primena sistema procesa u organizaciji, zajedno sa njihovom identifikacijom, medusobnim delovanjem i
obavljanjem menadZmenta tim procesima, moze se okvalifikovati kao "procesni pristup".
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Introduction

0.1 General

The adoption of a quality management system should be a strategic decision by the top management of an
organization. The design and implementation of an organization's quality management system is influenced by
varying needs, particular objectives, the products provided, the processes employed and the size and structure of the
organization. This International Standard is based on eight quality management principles. However, it is not the
intent of this International Standard to imply uniformity in the structure of quality management systems or uniformity
of documentation.

The purpose of an organization is

— to identify and meet the needs and expectations of its customers and other interested parties (people in the
organization, suppliers, owners, society), to achieve competitive advantage, and to do this in an effective and
efficient manner, and

— to achieve, maintain, and improve overall organizational performance and capabilities.
The application of quality management principles not only provides direct benefits but also makes an important
contribution to managing costs and risks. Benefit, cost and risk management considerations are important for the

organization, its customers and other interested parties. These considerations on overall performance of the
organization may impact

— customer loyalty,

— repeat business and referral,

— operational results such as revenue and market share,

— flexible and fast responses to market opportunities,

— costs and cycle times through effective and efficient use of resources,
— alignment of processes which will best achieve desired results,

— competitive advantage through improved organizational capabilities,

— understanding and motivation of people towards the organization's goals and objectives, as well as participation
in continual improvement,

_ confidence of interested parties in the effectiveness and efficiency of the organization, as demonstrated by the
financial and social benefits from the organization's performance, product life cycle, and reputation,

— ability to create value for both the organization and its suppliers by optimization of costs and resources as well as
flexibility and speed of joint responses to changing markets.

0.2 Process approach

This International Standard promotes the adoption of a process approach when developing, implementing and
improving the effectiveness and efficiency of a quality management system to enhance interested party satisfaction
by meeting interested party requirements.

For an organization to function effectively and efficiently, it has to identify and manage numerous linked activities. An
activity using resources, and managed in order to enable the transformation of inputs into outputs, is considered as
a process. Often the output from one process directly forms the input to the next.

The application of a system of processes within an organization, together with the identification and interactions and
managing of these processes can be referred to as the “process approach”.
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Jedna od prednosti procesnog pristupa je stalno upravljanje, koje on omogucuje preko veze izmedu
pojedinih procesa u sistemu procesa, kao i preko njihove kombinacije i medusobnog delovanja.

Kada se koristi u sistemu menadZzmenta kvalitetom, takav pristup naglasava vaznost:

a) razumevanja i ispunjavanja zahteva;

b) potrebe razmatranja procesa kroz dodatnu vrednost;

c) merenja performansi i efektivnosti procesa i

d) stalnog poboljSavanja procesa zasnovanog na objektivnim merenjima.

Model sistema menadZmenta kvalitetom zasnovanog na procesima, prikazan na slici 1, pokazuje veze
procesa izloZzenih u tatkama 4 do 8. Ova slika pokazuje da zainteresovane strane imaju znacajnu ulogu u
definisanju zahteva kao ulaznih elemenata. Pracenje zadovoljenja zainteresovanih strana zahteva vredno-

vanje informacija koje se odnose na mi$lienje zainteresovanih strana o tome da li je organizacija ispunila
njihove zahteve. Model prikazan na slici 1 ne prikazuje procese u detaljima.

Stalna poboljSavanja
sistema menadzmenta kvalitetom

I L Odgovornost
rukovodstva
f % Korisnici
N - T
Korisnici Menadzment Merenje, ].
: analize i — — — — = 7adovolienje
resursima poboljsavanje en ;
i Ulaz Realizacij .
Zahtevi - proizw od? Proizvod

Legenda

—» Aktivnosti koje stvaraju dodatnu vrednost
.............................. > Tok InfOfmaCIja

Slika 1 — Model sistema menadzmenta kvalitetom zasnovanog na procesima
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An advantage of the process approach is the ongoing control that it provides over the linkage between the individual

JUS ISO 9004:2001

processes within the system of processes, as well as their combination and interaction.

When used within a quality management system, such an approach emphasizes the importance of

a) understanding and fuffilling the requirements,

b) the need to consider processes in terms of added value,

¢) obtaining results of process performance and effectiveness, and

d) continual improvement of processes based on objective measurement.

The model of a process-based quality management system shown in Figure 1 illustrates the process linkages
presented in clauses 4 to 8. This illustration shows that interested parties play a significant role in defining
requirements as inputs. Monitoring the satisfaction of interested parties requires the evaluation of information relating
to the perception of interested parties as to whether the organization has met their requirements. The model shown

in Figure 1 does not show processes at a detailed level.

Continual improvement of
the quality management system

- — — — — — —
v
Interested
parties management
W
Requirements Input . r:a:l?z(:::;ii:n
Key

~—-gm Value-adding activities

— — — »= |nformation flow

Management
- responsibility

Interested
parties
Measurament,
analysis and = — — — -~ Satisfaction
improvement

2>

Figure 1 — Model of a process-based quality management system
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0.3 Veza sa standardom ISO 9001

Sada$nja izdanja standarda ISO 9001 i ISO 9004 pripremliena su kao uskladen par standarda sistema
menadZzmenta kvalitetom, projektovanih da budu komplementarni jedan sa drugim, ali se mogu koristiti i
nezavisno. Mada ova dva medunarodna standarda imaju razli¢ite predmete i podruja primene, strukture su
im sli¢ne, da bi se olak8ala njihova primena kao uskladenog para.

ISO 9001 specificira zahteve za sistem menadZzmenta kvalitetom, koji se mogu Kkoristiti za internu primenu u
organizacijama ili za sertifikaciju ili za ugovaranje. On se usredsreduje na efektivnost sistema menadzmenta
kvalitetom u ispunjavanju zahteva korisnika.

Standard ISO 9004 daje uputstva u okviru Sireg raspona ciljeva sistema menadzmenta kvalitetom nego $to
to ¢&ini standard 1SO 9001, posebno za stalno poboljS8avanje sveukupnih performansi i efikasnosti
organizacije. 1SO 9004 preporucuje se kao uputstvo za organizacije Cije najvise rukovodstvo Zzeli da
preduzme dalje korake u odnosu na zahteve standarda ISO 9001, u nastojanju da ostvaruje stalno
poboljSavanje performansi. Medutim, on nije namenjen za potrebe sertifikacije ili ugovaranja.

Za dopunske pogodnosti korisniku, osnovni sadrzaj zahteva standarda ISO 9001 unet je u uokvireni tekst
koji sledi odgovaraju¢e tatke u ovom medunarodnom standardu. Informacije koje su oznaCene kao
"NAPOMENA" sluze kao uputstvo za razumevanje ili razjaSnjavanje.

0.4 Kompatibilnost sa ostalim sistemima menadzmenta

Ovaj medunarodni standard ne obuhvata zahteve koji su specificni za ostale sisteme menadzmenta, kao Sto
su zahtevi striktno vezani za menadzment zivotnom sredinom, menadzment zastitom na radu i bezbedno$c¢u,
menadzment finansijama ili menadzment rizicima. Medutim, ovaj medunarodni standard omogucava
organizaciji da poveze ili integriSe svoj sistem menadzmenta kvalitetom sa zahtevima sistema menadzmenta
koji su sa njim povezani. Postoji moguénost da organizacija prilagodi svoje postoje¢e sisteme menadZzmenta,
da bi uspostavila sistem menadzmenta kvalitetom koji ispunjava zahteve ovog medunarodnog standarda.
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0.3 Relationship with ISO 9001

The present editions of ISO 9001 and I1SO 9004 have been developed as a consistent pair of quality management
system standards which have been designed to complement each other but can also be used independently.
Although the two International Standards have different scopes, they have similar structures in order to assist their
application as a consistent pair.

ISO 9001 specifies requirements for a quality management system that can be used for internal application by
organizations, or for certification, or for contractual purposes. It focuses on the effectiveness of the quality
management system in meeting customer requirements.

1SO 9004 gives guidance on a wider range of objectives of a quality management system than does ISO 9001,
particularly for the continual improvement of an organization's overall performance and efficiency, as well as its
effectiveness. 1SO 9004 is recommended as a guide for organizations whose top management wishes to move
beyond the requirements of 1SO 9001, in pursuit of continual improvement of performance. However, it is not
intended for certification or for contractual purposes.

For further benefit to the user, the basic content of the ISO 9001 requirements are included in boxed text following the
comparable clause in this International Standard. Information marked “NOTE" is for guidance in understanding or
clarification.

0.4 Compatibility with other management systems

This International Standard does not include guidance specific to other management systems, such as those
particular to environmental management, occupational health and safety management, financial management, or
risk management. However, this International Standard enables an organization to align or integrate its own quality
management system with related management systems. It is possible for an organization to adapt its existing
management system(s) in order to establish a quality management system that follows the guidelines of this
International Standard.

13
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Sistemi menadzmenta kvalitetom — Uputstva za
poboljSavanja performansi

1 Predmet i podruéje primene

Ovaj medunarodni standard daje uputstva koja predstavljaju pomak u odnosu na zahteve standarda
ISO 9001 sa namerom da se razmatraju i efektivnost i efikasnost sistema menadzmenta kvalitetom i time
moguénosti za poboljSavanje performansi organizacije. U poredenju sa standardom ISO 9001, ciljevi
zadovoljenja korisnika i kvaliteta proizvoda proSireni su da bi obuhvatili zadovoljenje zainteresovanih strana i
performanse organizacije.

Ovaj medunarodni standard primenljiv je na procese organizacije, tako da se principi menadzmenta na
kojima se zasniva mogu Koristiti u celoj organizaciji. Glavni cili ovog medunarodnog standarda je u

ostvarivanju stalnog poboljSavanja, koje se meri preko zadovoljenja korisnika i ostalih zainteresovanih strana.

Ovaj medunarodni standard sastoji se od uputstava i preporuka i nije predviden za svrhu sertifikacije,
donoSenja propisa ili ugovaranja, niti predstavlja uputstvo za primenu standarda ISO 9001.

2 Normativne reference

Sledeéi normativni dokumenti sadrze odredbe koje, putem pozivanja u ovom tekstu, &ine odredbe ovog
medunarodnog standarda. Kada se navode datirane reference, ne primenjuju se naknadne izmene i dopune
ili revizije bilo koje od ovih publikacija. Medutim, u€esnici sporazuma Kkoji se zasnivaju na ovom meduna-
rodnom standardu pozivaju se da ispitaju moguénost primene najnovijih izdanja nize navedenih normativnih
dokumenata. Kada se navode nedatirane reference, primenjuje se najnovije izdanje normativnhog dokumenta
na koji se poziva. Clanice ISO i IEC odrzavaju registre trenutno vazeéih medunarodnih standarda.

ISO 9000:2000, Sistemi menadZmenta kvalitetom — Osnove i recnik
3 Termini i definicije
Za potrebe ovog medunarodnog standarda, primenjuju se termini i definicije dati u standardu 1ISO 9000.

Slede¢i termini, koji se koriste u ovom izdanju ISO 9004 za opisivanje lanca isporuke, promenjeni su, da bi
odrazili aktuelni re€nik koji se koristi:

isporuéilac — organizacija — korisnik

Kroz ceo tekst ovog medunarodnog standarda, gde god se pojavljuje termin "proizvod", on moze znaditi i
"uslugu".

14
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Quality management systems — Guidelines for performance
improvements

1 Scope

This International Standard provides guidelines beyond the requirements given in ISO 9001 in order to consider both
the effectiveness and efficiency of a quality management system, and consequently the potential for improvement of
the performance of an organization. When compared to ISO 9001, the objectives of customer satisfaction and
product quality are extended to include the satisfaction of interested parties and the performance of the organization.

This International Standard is applicable to the processes of the organization and consequently the quality
management principles on which it is based can be deployed throughout the organization. The focus of this
International Standard is the achievement of ongoing improvement, measured through the satisfaction of customers
and other interested parties.

This International Standard consists of guidance and recommendations and is not intended for certification,
regulatory or contractual use, nor as a guide to the implementation of ISO 9001.

2 Normative reference

The following normative document contains provisions which, through reference in this text, constitute provisions of
this International Standard. For dated references, subsequent amendments to, or revisions of, any of these
publications do not apply. However, parties to agreements based on this International Standard are encouraged to
investigate the possibility of applying the most recent edition of the normative document indicated beiow. For undated
references, the latest edition of the normative document referred to applies. Members of ISO and IEC maintain
registers of currently valid International Standards.

ISO 9000:2000, Quality management systems — Fundamentals and vocabulary.

3 Terms and definitions
For the purposes of this International Standard, the terms and definitions given in ISO 9000 apply.

The following terms, used in this edition of ISO 9004 to describe the supply-chain, have been changed to reflect the
vocabulary currently used:

supplier ———=>  organization ———=>  customer (interested parties)

Throughout the text of this International Standard, wherever the term “product”. occurs, it can also mean “service”.
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4 Sistem menadzmenta kvalitetom

4.1 Menadzment sistemima i procesima

UspeSno vodenje i rad organizacije zahtevaju da se njome obavlja menadzment na sistematian i
transparentan nacin. Uspeh treba da proizide iz primene i odrzavanja sistema menadzmenta, koji je
projektovan za stalno poboljSavanje efektivnosti i efikasnosti performansi organizacije, razmatranjem potreba
zainteresovanih strana. Menadzment organizacijom obuhvata menadzment kvalitetom, medu ostalim discipli-
nama menadzmenta.

NajviSe rukovodstvo treba da uspostavi organizaciju koja je orijentisana ka korisniku:

a) definisanjem sistema i procesa koji se mogu jasno razumeti, kojima se moze obavljati menadzment i
koji se mogu poboljSavati u efektivnosti i efikasnosti i

b) osiguranjem efektivnhog i efikasnog rada, upravljanja procesima i merenjima, kao i podacima koji se
koriste da se utvrde zadovoljavajuée performanse organizacije.

Primeri aktivnosti za uspostavljanje organizacije koja je orijentisana ka korisniku su:

— definisanje i uspostavljanje procesa koji vode ka poboljSavanju performansi organizacije;
— stalno prikupljanje i koris¢enje podataka i informacija o procesima;

— usmeravanje napretka pema stalnom poboljSavanju i

— koris¢enje pogodnih metoda za vrednovanje poboljSavanja procesa, kao S§to su samoocenjivanja i
preispitivanja od strane rukovodstva.

Primeri procesa samoocenjivanja i stalnog poboljSavanja dati su u prilozima A i B, respektivno.

ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi
4 Sistem menadzmenta kvalitetom

4.1 Opsti zahtevi

Organizacija mora da uspostavi, dokumentuje, primenjuje i odrzava sistem menadZzmenta kvalitetom i da
stalno poboljSava njegovu efektivnost, u skladu sa zahtevima ovog medunarodnog standarda.
Organizacija mora da:

a) identifikuje procese neophodne za sistem menadzmenta kvalitetom i da ih primenjuje u celoj
organizaciji (videti 1.2);

b) odredi redosled i medusobno delovanje ovih procesa;

c) odredi kriterijume i metode potrebne da se obezbedi da izvodenje ovih procesa i upravljanje njima
bude efektivno;

d) osigura raspolozivost resursa i informacija neophodnih za podrSku izvodenju i pracenju ovih procesa;
e) prati procese, meri i analizira njihove performanse i

f) primenjuje mere potrebne za ostvarivanje planiranih rezultata i stalno poboljSavanje ovih procesa.

Organizacija mora da obavlja menadZment ovim procesima u skladu sa zahtevima ovog medunarodnog
standarda.

Kada organizacija izabere da ima bilo koji proces iz "autsorsa", koji utite na usagladenost proizvoda sa
zahtevima, ona mora da osigura upravljanje takvim procesima. Upravljanje takvim procesima iz "autsorsa"
mora da se identifikuje u okviru sistema menadzmenta kvalitetom.

NAPOMENA Navedeni procesi, neophodni za sistem menadZmenta kvalitetom, treba da obuhvate procese za
aktivnosti menadZmenta, obezbedenje resursa, realizaciju i merenje karakteristika proizvoda.
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4 Quality management system

4.1 Managing systems and processes

Leading and operating an organization successfully requires managing it in a systematic and visible manner.
Success should result from implementing and maintaining a management system that is designed to continually
improve the effectiveness and efficiency of the organization's performance by considering the needs of interested
parties. Managing an organization includes quality management, among other management disciplines.

Top management should establish a customer-oriented organization

a) by defining systems and processes that can be clearly understood, managed and improved in effectiveness as
well as efficiency, and

b) by ensuring effective and efficient operation and control of processes and the measures and data used to
determine satisfactory performance of the organization.

Examples of activities to establish a customer-oriented organization include

— defining and promoting processes that lead to improved organizational performance,
— acquiring and using process data and information on a continuing basis,

— directing progress towards continual improvement, and

— using suitable methods to evaluate process improvement, such as self-assessments and management review.

Examples of self-assessment and continual improvement processes are given in annexes A and B respectively.

ISO 9001:2000, Quality management systems — Requirements
4 Quality management system
4.1 General requirements

The organization shall establish, document, implement and maintain a quality management system and continually
improve its effectiveness in accordance with the requirements of this International Standard.

The organization shall

a) identify the processes needed for the quality management system and their application throughout the
organization,

b} determine the sequence and interaction of these processes,

c) determine criteria and methods needed to ensure that both the operation and control of these processes are
effective,

d) ensure the availability of resources and information necessary to support the operation and monitoring of these
processes,

e) monitor, measure and analyse these processes, and

f) implement actions necessary to achieve planned results and continual improvement of these processes.

These processes shall be managed by the organization in accordance with the requirements of this International
Standard.

Where an organization chooses to outsource any process that affects product conformity with requirements, the

organization shall ensure control over such processes. Control of such outsourced processes shall be identified
within the quality management system.

NOTE Processes needed for the quality management system referred to above should include processes for management
activities, provision of resources, product realization and measurement.
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4.2 Dokumentacija

Rukovodstvo mora da definiSe dokumentaciju, ukljuCujuéi odgovaraju¢e zapise Kkoji su potrebni da se
uspostavi, primenjuje i odrzava sistem menadzmenta kvalitetom i da se podrzi efektivno i efikasno
funkcionisanje procesa u organizaciji.

Priroda i obim dokumentacije treba da zadovolje ugovorne zahteve, zahteve iz propisa i drugih normativnih
dokumenata, kao i potrebe i oekivanja korisnika i ostalih zainteresovanih strana, i treba da su prilagodeni
organizaciji. Dokumentacija moze da bude u bilo kom obliku ili na bilo kom medijumu koji odgovara
potrebama organizacije.

Da bi se obezbedila dokumentacija koja zadovoljava potrebe i oCekivanja zainteresovanih strana, rukovod-
stvo treba da uzme u obzir odgovarajuce:

— ugovorne zahteve od korisnika i ostalih zainteresovanih strana;

— medunarodne, nacionalne, regionalne i granske standarde;

— odgovaraju¢e zahteve propisa i drugih normativnih dokumenata;

— odluke organizacije;

— izvore eksternih informacija koje su vazne za razvoj osposobljenosti organizacije i
— informacije o potrebama i oCekivanjima zainteresovanih strana.

Izradu i koriS¢enje dokumentacije i upravljanje njome treba vrednovati sa stanovista efektivnosti i efikasnosti
organizacije u odnosu na kriterijume kao $to su:

— funkcionalnost (kao $to je brzina odvijanja procesa);

— prilagodenost korisniku;

— potrebni resursi;

— politika i ciljevi;

— tekuéi i buduéi zahtevi koji se odnose na menadzment znanjem;
— poredenje” sa konkurentskim dokumentacionim sistemima i

— interfejs koji imaju Korisnici organizacije, njeni isporucioci i ostale zainteresovane strane.

Za osoblje u organizaciji i za ostale zainteresovane strane treba da se obezbedi pristup dokumentaciji,
zasnovan na politici komuniciranja u organizaciji.

ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi
4.2 Zahtevi koji se odnose na dokumentaciju
4.21 Opste odredbe

Dokumentacija sistema menadzmenta kvalitetom mora da sadrzi:

a) dokumentovane izjave o politici kvaliteta i ciljevima kvaliteta;

O

poslovnik o kvalitetu;

2}

)
) dokumentovane procedure koje se zahtevaju ovim medunarodnim standardom;
)

o

dokumente potrebne organizaciji da bi osigurala efektivho planiranje i izvodenje svojih procesa, kao i
upravljanje tim procesima i
e) zapise o kvalitetu koji se zahtevaju ovim medunarodnim standardom.

NAPOMENA 1 Kada se u ovom medunarodnom standardu pojavljuje termin "dokumentovana procedura", on
podrazumeva da je procedura ustanovljena, dokumentovana, da se primenjuje i da se odrzava.

Nacionalna fusnota
REV engleskom jeziku koristi seiziaz '"benchmarking.
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4.2 Documentation

Management should define the documentation, including the relevant records, needed to establish, implement and
maintain the quality management system and to support an effective and efficient operation of the organization's
processes.

The nature and extent of the documentation should satisfy the contractual, statutory and regulatory requirements,
and the needs and expectations of customers and other interested parties and should be appropriate to the
organization. Documentation may be in any form or medium suitable for the needs of the organization.

In order to provide documentation to satisfy the needs and expectations of interested parties management should
consider

— contractual requirements from the customer and other interested parties,

— acceptance of international, national, regional and industry sector standards,

— relevant statutory and regulatory requirements,

— decisions by the organization,

— sources of external information relevant for the development of the organization's competencies, and

— information about the needs and expectations of interested parties.

The generation, use and control of documentation should be evaluated with respect to the effectiveness and
efficiency of the organization against criteria such as

— functionality (such as speed of processing),

— user friendliness,

— resources needed,

— policies and objectives,

— current and future requirements related to managing knowledge,
— benchmarking of documentation systems, and

— interfaces used by organization's customers, suppliers and other interested parties.

Access to documentation should be ensured for people in the organization and to other interested parties, based on
the organization's communication policy.

ISO 9001:2000, Quality management systems — Requirements
4.2 Documentation requirements
4.2.1 General

The quality management system documentation shall include

a) documented statements of a quality policy and quality objectives,
b) a quality manual,

c) documented procedures required by this International Standard,

d) documents needed by the organization to ensure the effective planning, operation and control of its processes,
and

e) records required by this International Standard.

NOTE 1 Where the term “documented procedure” appears within this International Standard, this means that the procedure is
established, documented, implemented and maintained.
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NAPOMENA 2  Obim dokumentacije sistema menadzmenta kvalitetom moze se razlikovati od organizacije do
organizacije zbog:

a) veli¢ine organizacije i vrste aktivnosti,
b) slozenosti procesa i njihovog medusobnog delovanja i
c) osposobljenosti osoblja.

NAPOMENA 3  Dokumentacija moze biti u bilo kom obliku ili na bilo kom tipu medijuma.
4.2.2 Poslovnik o kvalitetu

Organizacija mora da ustanovi i odrzava poslovnik o kvalitetu, koji obuhvata:

a) predmet i podrugje primene sistema menadzmenta kvalitetom, uklju€ujuci detalje o svim izostavljaniji-
ma i obrazlozenja za ta izostavljanja (videti 1.2);

b) dokumentovane procedure utvrdene za sistem menadzmenta kvalitetom ili pozivanje na njih i

c) opis medusobnog delovanja procesa sistema menadZzmenta kvalitetom.
4.2.3 Upravljanje dokumentima

Dokumentima koje zahteva sistem menadzmenta kvalitetom mora se upravljati. Zapisi su poseban tip
dokumenata i njima se mora upravljati po zahtevima datim u 4.2.4.

Mora se uspostaviti dokumentovana procedura kojom se definiSe upravljanje neophodno radi:
a) odobravanja adekvatnosti dokumenata pre nego $to se izdaju;

b) preispitivanja i azuriranja, ako je potrebno, i ponovnog potvrdivanja dokumenata;

2}

)
) osiguravanja da su identifikovane izmene i da je identifikovan vazecéi status revizije dokumenata;
)

d) osiguravanja da su relevantne verzije dokumenata koji se primenjuju raspolozive na svakom mestu

koriSéenja;
e) osiguravanja da su dokumenti uvek Citki i laki za identifikovanje;

f) osiguravanja da se identifikuju dokumenti eksternog porekla i da se upravlja njihovom distribucijom i

g) spreCavanja nezeljene upotrebe zastarelih dokumenata i omogucavanja njihove odgovarajuce identifi-
kacije ako su zadrzani iz bilo kog razloga.

4.2.4 Upravljanje zapisima

Zapisi se moraju ustanoviti i odrzavati da bi se obezbedio dokaz o usaglasenosti sa zahtevima i o
efektivnom funkcionisanju sistema menadzmenta kvalitetom. Zapisi moraju biti ¢itki, laki za identifikovanje i
pretrazivanje. Mora se uspostaviti dokumentovana procedura kojom se definiSe upravljanje potrebno za
identifikaciju, skladiStenje, zastitu, pretrazivanje, vreme Cuvanja i odbacivanje zapisa.

4.3 Kori§éenje principa menadzmenta kvalitetom

UspeSno vodenje i rad organizacije zahtevaju da se njome obavlja menadzment na sistematiCan i
transparentan nacin. Uputstva za menadzment, sadrzana u ovom medunarodnom standardu, zasnovana su
na osam principa menadZzmenta kvalitetom.

Ovi principi razvijeni su da bi ih koristilo najvise rukovodstvo pri vodenju organizacije u pravcu poboljSavanja
performansi. Ovi principi menadzmenta kvalitetom ugradeni su u sadrzaj ovog medunarodnog standarda i
navode se kao $to sledi.

a) Usmerenje na korisnike

Organizacije zavise od svojih korisnika i, prema tome, one treba da razumeju aktuelne i buduce potrebe
korisnika, treba da ispune_zahteve korisnika i da nastoje da pruze i viSe nego §to korisnici oCekuju.
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NOTE 2 The extent of the quality management system documentation can differ from one organization to another due to
a) the size of organization and type of activities,
b) the complexity of processes and their interactions, and

¢} the competence of personnel.

NOTE 3 The documentation can be in any form or type of medium.
4.2.2 Quality manual

The organization shall establish and maintain a quality manual that includes
a) the scope of the quality management system, including details of and justification for any exclusions,
b) the documented procedures established for the quality management system, or reference to them, and

¢) a description of the interaction between the processes of the quality management system.
4.2.3 Control of documents

Documents required by the quality management system shall be controlled. Records are a special type of document

and shall be controlled according to the requirements given in 4.2.4.

A documented procedure shall be established to define the controls needed

a) to approve documents for adequacy prior to issue,

b) to review and update as necessary and re-approve documents,

c) to ensure that changes and the current revision status of documents are identified,

d) to ensure that relevant versions of applicable documents are available at points of use,

e) to ensure that documents remain legible and readily identifiable,

f) to ensure that documents of external origin are identified and their distribution controlled, and

g) to prevent the unintended use of obsolete documents, and to apply suitable identification to them if they are
retained for any purpose.

4.2.4 Control of records

Records shall be established and maintained to provide evidence of conformity to requirements and of the effective
operation of the quality management system. Records shall remain legible, readily identifiable and retrievable. A
documented procedure shall be established to define the controls needed for the identification, storage, protection,
retrieval, retention time and disposition of records.

4.3 Use of quality management principles

To lead and operate an organization successfully, it is necessary to manage it in a systematic and visible manner.
The guidance to management offered in this International Standard is based on eight quality management principles.

These principles have been developed for use by top management in order to lead the organization toward improved
performance. These quality management principles are integrated in the contents of this International Standard and
are listed below

a) Customer focus

Organizations depend on their customers and therefore should understand current and future customer needs
should meet customer requirements and strive to exceed customer expectations.
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b)

c)

d)

e)

f)

g)

h)

Liderstvo

Lideri uspostavljaju jedinstvo cilieva i vodenja organizacije. Oni treba da stvaraju i odrzavaju interno
okruzenje u kojem osoblje moze u potpunosti da u€estvuje u ostvarivanju ciljeva organizacije.

Ukljuc€ivanje osoblja

Osoblje na svim nivoima ¢ini sustinski deo jedne organizacije i njihovim punim uklju¢ivanjem omoguéava
se da se iskoriste njihove sposobnosti za ostvarivanje dobrobiti organizacije.

Procesni pristup

Zelieni rezultat se moze efikasnije ostvarivati ako se menadzment odgovaraju¢im aktivnostima i
resursima ostvaruje kao proces.

Sistemski pristup menadzmentu

Identifikovanje i razumevanje nekog sistema medusobno povezanih procesa i menadzment tim sistemom
doprinose efektivnosti i efikasnosti organizacije u ostvarivanju njenih ciljeva.

Stalna poboljSavanja

Stalna poboljSavanja ukupnih performansi organizacije treba da predstavljaju njen stalni cilj.
Odluéivanje na osnovu €injenica

Efektivne odluke zasnivaju se na analizi podataka i informacija.

Uzajamno korisni odnosi sa isporu¢iocima

Organizacija i njeni isporugioci su nezavisni, pa uzajamno korisni odnosi povecavaju sposobnost i jednih
i drugih da stvaraju vrednost.

Uspesnim koriS§¢enjem osam principa menadZzmenta organizacija ¢e ostvariti koristi za zainteresovane strane,
kao Sto su poboljSan povracaj finansijskih sredstava, stvaranje vrednosti i poveéavanje stabilnosti.

5 Odgovornost rukovodstva
5.1 Opste uputstvo
5.1.1 Uvod

Liderstvo, posvecenost i aktivho ukljuGivanje najviSeg rukovodstva bitni su za razvoj i odrzavanje efektivnog i
efikasnog sistema menadzmenta kvalitetom, radi ostvarivanja koristi za zainteresovane strane. Za ostvari-
vanje ovih koristi potrebno je posti¢i, odrzavati i povecavati zadovoljenje korisnika. Najvise rukovodstvo treba
da razmatra mere kao $to su:
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utvrdivanje vizije, politike i strateskih ciljeva, koji su uskladeni sa svrhom organizacije;
vodenje organizacije licnim primerom, radi stvaranja poverenja kod osoblja;

saopstavanje namera i vrednosti u organizaciji, koje se odnose na kvalitet i na sistem menadzmenta
kvalitetom;

uceSc€e u projektima za poboljSavanje, trazenje novih metoda, reSenja i proizvoda;

direktno dobijanje povratnih informacija o reagovanju na efektivnost i efikasnost sistema menadZzmenta
kvalitetom;

identifikovanje procesa realizacije proizvoda koji daju dodatnu vrednost organizaciji;
identifikovanje procesa podrsSke koji uti€u na efektivnost i efikasnost procesa realizacije;
stvaranje okruzenja koje podsti¢e uklju¢enost osoblja i njihov razvoj i

obezbedenje organizacione strukture i resursa, koji su neophodni za podrSku strateSkim planovima
organizacije.
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b)

c)

d)

)

g)

h)

Leadership

Leaders establish unity of purpose and direction of the organization. They should create and maintain the
internal environment in which people can become fully involved in achieving the organization's objectives.

Involvement of people

People at all levels are the essence of an organization and their full involvement enables their abilities to be used
for the organization's benefit.

Process approach

A desired result is achieved more efficiently when activities and related resources are managed as a process.

System approach to management

Identifying, understanding and managing interrelated processes as a system contributes to the organization's
effectiveness and efficiency in achieving its objectives.

Continual improvement

Continual improvement of the organization's overall performance should be a permanent objective of the
organization.

Factual approach to decision making

Effective decisions are based on the analysis of data and information.

Mutually beneficial supplier relationships

An organization and its suppliers are interdependent and a mutually beneficial relationship enhances the ability
of both to create value.

Successful use of the eight management principles by an organization will result in benefits to interested parties,
such as improved monetary returns, the creation of value and increased stability.

5

Management responsibility

5.1 General guidance

5.1.1 Introduction

Leadership, commitment and the active involvement of the top management are essential for developing and
maintaining an effective and efficient quality management system to achieve benefits for interested parties. To
achieve these benefits, it is necessary to establish, sustain and increase customer satisfaction. Top management
should consider actions such as

establishing a vision, policies and strategic objectives consistent with the purpose of the organization,
leading the organization by example, in order to develop trust within its people,

communicating organizational direction and values regarding quality and the quality management system,
participating in improvement projects, searching for new methods, solutions and products,

obtaining feedback directly on the effectiveness and efficiency of the quality management system,
identifying the product realization processes that provide added value to the organization,

identifying the support processes that influence the effectiveness and efficiency of the realization processes,
creating an environment that encourages the involvement and development of people, and

provision of the structure and resources that are necessary to support the organization's strategic plans.
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NajviSe rukovodstvo mora, takode, da definiSe metode za merenje performansi organizacije radi utvrdivanja
da li su ostvareni planirani ciljevi.

U ove metode spadaju:

— analize finansijskih pokazatelja;

— merenja performansi procesa u celoj organizaciji;

— eksterna merenja, kao Sto su poredenja sa konkurencijom i vrednovanje preko trece strane;

— ocena zadovoljenja korisnika, osoblja u organizaciji i ostalih zainteresovanih strana;

— ocena zapazanja korisnika i ostalih zainteresovanih strana o performansama isporu¢enog proizvoda i
— merenje ostalih €inilaca uspeha koje identifikuje rukovodstvo.

Treba takode da se razmatraju informacije koje proizilaze iz ovakvih merenja i ocenjivanja, kao ulazni
elemenat za preispitivanje od strane rukovodstva, kako bi se obezbedilo da stalno poboljSavanje sistema
menadzmenta kvalitetom podsti¢e i vodi poboljSavanje performansi organizacije.

5.1.2 Pitanja koja treba razmatrati

Rukovodstvo treba da razmatra principe menadzmenta kvalitetom date u 4.3 kada razvija i primenjuje sistem
menadzmenta kvalitetom u organizaciji i kada njime rukovodi.

Na osnovu ovih principa, najviSe rukovodstvo treba da pokaze svoje liderstvo u sledec¢im aktivnostima,
posvecenost tim aktivhostima i svoje delovanje u njima:

— uz razumevanje zahteva korisnika, razumevanje njihovih aktuelnih i buducih potreba i ocekivanja;
— promovisanje politike i cilieva radi povecavanja svesti, motivacije i uceS¢éa osoblja u organizaciji;
— uspostavljanje stalnog poboljSavanja kao cilja za procese u organizaciji;

— planiranje buduénosti organizacije i menadzmenta promenama;

— postavljanje okvira za ostvarivanje zadovoljenja zainteresovanih strana i saopStavanje o tom okviru.

Uz poboljSavanje "korak po korak" ili stalna poboljSavanja, najvise rukovodstvo treba takode da razmatra
mogucénost prelomnih® promena procesa kao na¢ina za poboljSavanje performansi organizacije. U toku
ovakvih promena rukovodstvo treba da preduzme korake kojima ¢ée da obezbedi resurse i potrebne
komunikacije za odrzavanje funkcija sistema menadzmenta kvalitetom.

NajviSe rukovodstvo treba da identifikuje procese u organizaciji za realizaciju proizvoda, posto se oni
direktno odnose na uspeh organizacije. NajviSe rukovodstvo treba, takode, da identifikuje one procese
podrske koji utiCu bilo na efektivnost i efikasnost procesa realizacije bilo na potrebe i oc&ekivanja
zainteresovanih strana.

Rukovodstvo treba da osigura da procesi funkcionidu kao efektivna i efikasna mreZa. Rukovodstvo treba da
analizira i da optimizuje medusobno dejstvo i procesa realizacije i procesa podrske.
Treba:

— obezbediti da redosled i medusobno dejstvo procesa budu projektovani za efektivno i efikasno
ostvarivanje zeljenih rezultata;

— obezbediti da budu jasno definisani i da se njima upravlja: ulazni elementi procesa, aktivnosti i izlazni
elementi;

— pratiti ulazne i izlazne elemente radi verifikacije da su pojedini procesi povezani i da funkcioniSu
efektivno i efikasno;

— identifikovati rizike i obavljati menadzment njima, kao i ispitivati moguc¢nosti poboljSavanja performansi;
— obavljati analize podataka radi olakSavanja stalnog poboljSavanja procesa;

— identifikovati vlasnike procesa i dodeliti im pune odgovornosti i ovlas¢enja;

Nacionalna fusnota
9 U engleskom jeziku "breakthrough!.

24



© JUs JUS ISO 9004:2001

Top management should also define methods for measurement of the organization's performance in order to
determine whether planned objectives have been achieved.

Methods include

— financial measurement,

— measurement of process performance throughout the organization,

— external measurement, such as benchmarking and third-party evaluation,

— assessment of the satisfaction of customers, people in the organization and other interested parties,

— assessment of the perceptions of customers and other interested parties of performance of products provided,
and

— measurement of other success factors identified by management.
Information derived from such measurements and assessments should also be considered as input to management

review in order to ensure that continual improvement of the quality management system is the driver for performance
improvement of the organization.

5.1.2 lIssues to be considered

When developing, implementing and managing the organization's quality management system, management should
consider the quality management principles outlined in 4.3.

On the basis of these principles, top management should demonstrate leadership in, and commitment to, the
following activities:
— understanding current and future customer needs and expectations, in addition to requirements:

— promoting policies and objectives to increase awareness, motivation and involvement of people in the
organization;

— establishing continual improvement as an objective for processes of the organization;

— planning for the future of the organization and managing change;

— setting and communicating a framework for achieving the satisfaction of interested parties.

In addition to small-step or ongoing continual improvement, top management should also consider breakthrough
changes to processes as a way to improve the organization's performance. During such changes, management

should take steps to ensure that the resources and communication needed to maintain the functions of the quality
management system are provided.

Top management should identify the organization's product realization processes, as these are directly related to the
success of the organization. Top management should also identify those support processes that affect either the
effectiveness and efficiency of the realization processes or the needs and expectations of interested parties.

Management should ensure that processes operate as an effective and efficient network. Management should
analyse and optimize the interaction of processes, including both realization processes and support processes.

Consideration should be given to

— ensuring that the sequence and interaction of processes are designed to achieve the desired results effectively
and efficiently,

— ensuring process inputs, activities and outputs are clearly defined and controlled,

— monitoring inputs and outputs to verify that individual processes are linked and operate effectively and efficiently,
— identifying and managing risks, and exploiting performance improvement opportunities,

— conducting data analysis to facilitate continual improvement of processes,

— identifying process owners and giving them full responsibility and authority,
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— obavljati menadzment svakim procesom radi ostvarivanja ciljeva procesa i

— identifikovati potrebe i oCekivanja zainteresovanih strana.

1ISO 9001:2000, Sistem menadzZmenta kvalitetom — Zahtevi

5 Odgovornost rukovodstva

5.1 Obaveze i delovanje rukovodstva
NajviSe rukovodstvo mora imati dokaze o svom angazovanju na razvoju i primeni sistema menadZzmenta
kvalitetom i na stalnom poboljSavanju njegove efektivnosti, time Sto:

a) informiSe organizaciju o vaznosti ispunjavanja zahteva korisnika, kao i zahteva iz propisa i drugih
normativnih dokumenata;

b) uspostavlja politiku kvaliteta;

c) osigurava da su utvrdeni ciljevi kvaliteta;
d) sprovodi preispitivanja i

e) osigurava raspolozivost resursa.

5.2 Potrebe i o¢ekivanja zainteresovanih strana

5.2.1 Opste odredbe

Svaka organizacija ima zainteresovane strane, a svaka zainteresovana strana ima potrebe i o€ekivanja. U
zainteresovane strane spadaju:

— korisnici i krajnji korisnici;

— osoblje organizacije;

— vlasnici/investitori (kao Sto su akcionari, pojedinci ili grupe, ukljuCujuéi javni sektor sa posebnim
interesom u organizaciji);

— isporucioci i partneri i

— drustvo, kao zajednica i javnost, na koje uti¢u organizacija ili njeni proizvodi.
5.2.2 Potrebe i ocekivanja

Uspeh organizacije zavisi od razumevanja i zadovoljavanja aktuelnih i buduéih potreba i ocekivanja
sadasnjihn i mogucih korisnika i krajnjih korisnika, od zadovoljenja tih potreba i ocekivanja, kao i od
razumevanja i razmatranja potreba i o¢ekivanja ostalih zainteresovanih strana.

Da bi razumela i zadovoljila potrebe i oCekivanja zainteresovanih strana, organizacija treba:

— da identifikuje svoje zainteresovane strane i odrzava uravnotezen odgovor na njihove potrebe i
ocekivanja;

— da prevede identifikovane potrebe i oCekivanja u zahteve;
— da saopsti zahteve u celoj organizaciji i

— da se usredsredi na poboljSavanje procesa, da bi obezbedila vrednost za identifikovane zainteresovane
strane.

Da bi zadovoljilo potrebe i oCekivanja korisnika i krajnjih korisnika, rukovodstvo organizacije treba da:
— razume potrebe i oekivanja svojih korisnika, uklju€ujuéi potrebe i oCekivanja mogucih korisnika;

— utvrdi klju¢ne karakteristike proizvoda za svoje korisnike i krajnje korisnike;
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— managing each process to achieve the process objectives, and

— the needs and expectations of interested parties.

ISO 9001:2000, Quality management systems — Requirements

5 Management responsibility
5.1 Management commitment
Top management shall provide evidence of its commitment to the development and implementation of the quality

management system and continually improving its effectiveness by

a) communicating to the organization the importance of meeting customer as well as statutory and regulatory
requirements,

b) establishing the quality policy,
c) ensuring that quality objectives are established,

d) conducting management reviews, and

e) ensuring the availability of resources.

5.2 Needs and expectations of interested parties

5.2.1 General

Every organization has interested parties, each party having needs and expectations. Interested parties of
organizations include

— customers and end-users,
— people in the organization,

— owners/investors (such as shareholders, individuals or groups, including the public sector, that have a specific
interest in the organization),

— suppliers and partners, and

— society in terms of the community and the public affected by the organization or its products,

5.2.2 Needs and expectations

The success of the organization depends on understanding and satisfying the current and future needs and
expectations of present and potential customers and end-users, as well as understanding and considering those of
other interested parties.

In order to understand and meet the needs and expectations of interested parties, an organization should
— identify its interested parties and maintain a balanced response to their needs and expectations,

— translate identified needs and expectations into requirements,

— communicate the requirements throughout the organization, and

— focus on process improvement to ensure value for the identified interested parties.

To satisfy customer and end-user needs and expectations, the management of an organization should
— understand the needs and expectations of its customers, including those of potential customers,

— determine key product characteristics for its customers and end-users,
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— identifikuje i ocenjuje konkurenciju na svom trzistu i
— identifikuje moguénosti trzidta, slabosti i buduée konkurentske prednosti.

Primeri potreba i oCekivanja korisnika i krajnjih korisnika, u odnosu na proizvode organizacije, jesu:

usaglasenost;

sigurnost funkcionisanja;

— raspolozivost;

— isporuka;

— aktivnosti posle realizacije;

— cena i trodkovi Zivotnog ciklusa;

— bezbednost proizvoda;

— zakonska odgovornost za proizvod i

— uticaj na zivotnu sredinu.

Organizacija treba da identifikuje potrebe i ocekivanja osoblia u pogledu priznanja, profesionalnog

zadovoljstva i licnog usavrSavanja. Time se doprinosi osiguranju maksimalnog uklju€ivanja i motivisanosti
osoblja.

Organizacija treba da definiS8e finansijske i ostale rezultate koji zadovoljavaju identifikovane potrebe i
oCekivanja vlasnika i investitora.

Rukovodstvo treba da razmotri potencijalne koristi od uspostavijanja partnerskog odnosa sa isporuciocima
organizacije, radi stvaranja vrednosti za obe strane. Partnerski odnos treba da se zasniva na zajednickoj
strategiji, znanju i dobicima i gubicima. Pri uspostavljanju partnerskog odnosa organizacija treba da:

identifikuje klju¢ne isporucioce i ostale organizacije, kao moguce partnere;

— zajedniCki uspostavi jasno razumevanje potreba i oCekivanja korisnika;

— zajednicki uspostavi jasno razumevanje partnerovih potreba i o€ekivanja i

— postavi cilieve kojima se obezbeduju moguénosti za neprekidan partnerski odnos.
Pri razmatranju svog odnosa sa drustvom organizacija treba da:

— pokaze odgovornost za zdravlje i bezbednost;

— razmatra uticaj na zivotnu sredinu, uklju€ujuc¢i o€uvanje energije i prirodnih resursa;

— identifikuje odgovaraju¢e zahteve propisa i ostalih normativnih dokumenata i

— identifikuje aktuelne i potencijalne uticaje svojih proizvoda, procesa i aktivnosti na drustvo u celini, kao i
na lokalnu zajednicu posebno.

ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi
5.2 Usredsredenost na korisnika

NajviSe rukovodstvo mora da osigura da se utvrduju i ispunjavaju zahtevi korisnika i povecava njegovo
zadovoljenje (videti 7.2.1 i 8.2.1).
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— identify and assess competition in its market, and

— identify market opportunities, weaknesses and future competitive advantage.

Examples of customer and end-user needs and expectations, as related to the organization's products, include
— conformity,

— dependability,

— availability,

— delivery,

— post-realization activities,

— price and life-cycle costs,

— product safety,

— product liability, and

— environmental impact.

The organization should identify its people's needs and expectations for recognition, work satisfaction, and persona|
development. Such attention helps to ensure that the involvement and motivation of people are as strong as possible|

The organization should define financial and other results that satisfy the identified needs and expectations of
owners and investors.

Management should consider the potential benefits of establishing partnerships with suppliers to the organization, in
order to create value for both parties. A partnership should be based on a joint strategy, sharing knowledge as well
as gains and losses. When establishing partnerships, an organization should

— identify key suppliers, and other organizations, as potential partners,

— jointly establish a clear understanding of customers' needs and expectations,

— jointly establish a clear understanding of the partners' needs and expectations, and

— set goals to secure opportunities for continuing partnerships.

In considering its relationships with society, the organization should

— demonstrate responsibility for health and safety,

— consider environmental impact, including conservation of energy and natural resources,
— identify applicable statutory and regulatory requirements, and

— identify the current and potential impacts on society in general, and the local community in particular, of its
products, processes and activities.

ISO 9001:2000, Quality management systems — Requirements

5.2 Customer focus

Top management shall ensure that customer requirements are determined and are met with the aim of enhancing
customer satisfaction.
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5.2.3 Zahtevi iz propisa i ostalih normativnih dokumenata

Rukovodstvo treba da obezbedi da organizacija poznaje zahteve iz propisa i ostalih normativnih dokumenata
koji se odnose na proizvod, procese i aktivnosti i treba da ukljuéi ovakve zahteve u sistem menadzmenta
kvalitetom. Treba, takode, razmotriti:

— promociju etikog, efektivnog i efikasnog usagladavanja sa aktuelnim i perspektivnim zahtevima;

— koristi za zainteresovane strane od preduzimanja koraka koji idu dalje od onog Sto postavljaju zahtevi
za usaglasenost i

— ulogu organizacije u zastiti interesa zajednice.
5.3 Politika kvaliteta

NajviSe rukovodstvo treba da koristi politiku kvaliteta kao sredstvo u vodenju organizacije ka poboljSavanju
performansi.

Politika kvaliteta organizacije treba da bude ravnopravan i uskladen deo u sveukupnoj politici i strategiji
organizacije.

Pri uspostavljanju politike kvaliteta najvise rukovodstvo treba da razmotri:

— nivo i vrstu buduceg poboljSavanja koje je potrebno organizaciji da bi bila uspeSna;
— ocekivani ili Zeljeni stepen zadovoljenja korisnika;

— liéno usavrSavanje osoblja u organizaciji;

— potrebe i oCekivanja ostalih zainteresovanih strana,

— resurse Koji su potrebni da se preduzmu dalji koraci u odnosu na korake koje iziskuju zahtevi standarda
ISO 9001 i

— potencijalne doprinose isporuilaca i partnera.

Politika kvaliteta moze se koristiti za poboljSavanje pod uslovom:

— da je uskladena sa vizijom i strategijom najviSeg rukovodstva u pogledu buduénosti organizacije;
— da omogucava da se ciljevi kvaliteta razumeju i da se postavljaju u celoj organizaciji;

— da pokazuje obaveze i delovanje najviSeg rukovodstva u vezi sa kvalitetom i obezbedenjem
odgovarajucih resursa za ostvarivanje ciljeva;

— da pomaze promociju posvecenosti kvalitetu u celoj organizaciji, sa jasnim vodenjem od strane najviseg
rukovodstva;

— da obuhvata stalno poboljSavanje u pogledu zadovoljenja potreba i oCekivanja korisnika i ostalih
zainteresovanih strana i

— da je efektivno formulisana i da se efikasno saopStava.

U sklopu ostale poslovne politike, politika kvaliteta treba da se periodi€no preispituje.

1ISO 9001:2000, Sistem menadzZzmenta kvalitetom — Zahtevi
5.3 Politika kvaliteta

NajviSe rukovodstvo mora da obezbedi da politika kvaliteta:
a) odgovara svrsi organizacije;

b) sadrzi opredelienost da se ispunjavaju zahtevi i da se stalno poboljSava efektivnost sistema
menadzmenta kvalitetom;

c) daje okvir za utvrdivanje i preispitivanje ciljeva kvaliteta;

d) bude saopstena i objaSnjena svima u organizaciji i

e) bude preispitivana da bi stalno bila adekvatna.
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5.2.3 Statutory and regulatory requirements

Management should ensure that the organization has knowledge of the statutory and regulatory requirements that
apply to its products, processes and activities and should |nclude such requirements as part of the quality
management system. Consideration should also be given to

— the promotion of ethical, effective and efficient compliance with current and prospective requirements,
— the benefits to interested parties from exceeding compliance, and

— the role of the organization in the protection of community interests.

5.3 Quality policy

Top management should use the quality policy as a means of leading the organization toward improvement of its
performance.

An organization's quality policy should be an equal and consistent part of the organization's overall policies and
strategy.

In establishing the quality policy, top management should consider

— the level and type of future improvement needed for the organization to be successtul,

— the expected or desired degree of customer satisfaction,

— the development of people in the organization,

— the needs and expectations of other interested parties,

— the resources needed to go beyond ISO 9001 requirements, and

— the potential contributions of suppliers and partners.

The quality policy can be used for improvement provided that
— it is consistent with top management's vision and strategy for the organization's future,
— it permits quality objectives to be understood and pursued throughout the organization,

— it demonstrates top management's commitment to quality and the provision of adequate resources for
achievement of objectives,

— it aids in promoting a commitment to quality throughout the organization, with clear leadership by top
management,

— itincludes continual improvement as related to satisfaction of the needs and expectations of customers and other
interested parties, and

— it is effectively formulated and efficiently communicated.

As with other business policies, the quality policy should be periodically reviewed.

1SO 9001:2000, Quality management systems — Requirements

5.3 Quality policy

Top management shall ensure that the quality policy

a) is appropriate to the purpose of the organization,

b) includes a commitment to comply with requirements and continually improve the effectiveness of the quality
management system,

c) provides a framework for establishing and reviewing quality objectives,
d) is communicated and understoed within the organization, and
e) is reviewed for continuing suitability.
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5.4 Planiranje
5.4.1 Ciljevi kvaliteta

StrateSko planiranje i politika kvaliteta u organizaciji daju okvir za uspostavljanje cilieva kvaliteta. NajviSe
rukovodstvo treba da definiSe ove cilijeve, koji ¢e dovesti do poboljSavanja performansi organizacije. Ciljevi
treba da su merljivii da bi se olakSalo njihovo efektivno i efikasno preispitivanje od strane rukovodstva.
Kada se definiSu ovi ciljevi, rukovodstvo treba da razmotri:

— aktuelne i buduce potrebe organizacije i trzista;

— odgovaraju¢e nalaze preispitivanja od strane rukovodstva;
— aktuelne performanse proizvoda i procesa;

— nivoe zadovoljenja zainteresovanih strana;

— rezultate samoocenjivanja,

— poredenja sa konkurentima, analizu konkurencije, moguénosti za poboljSavanje i

resurse potrebne da bi se ostvarili ciljevi.

Cilieve treba saopS$tavati na takav nalin da osoblje u organizaciji moze da doprinosi njihovom ostvarivanju.
Treba definisati odgovornosti za raspodeljivanje cilieva kvaliteta. Ciljevi treba da se, po potrebi, sistematski
preispituju i revidiraju.

ISO 9001:2000, Sistem menadZzmenta kvalitetom — Zahtevi

5.4 Planiranje

5.4.1 Ciljevi kvaliteta

NajviSe rukovodstvo mora da obezbedi da se na odgovarajucim funkcijama i nivoima unutar organizacije

utvrde cilievi kvaliteta, ukljuéuju¢i one koji su potrebni za ispunjavanje zahteva za proizvod [(videti
7.1a)]. Ciljevi kvaliteta moraju da budu merljivi i uskladeni sa politikom kvaliteta.

5.4.2 Planiranje kvaliteta
Rukovodstvo treba da preuzme odgovornost za planiranje kvaliteta u organizaciji. Planiranje treba da se
usredsredi na definisanje procesa koji su potrebni za efektivno i efikasno ostvarivanje ciljeva kvaliteta u

organizaciji i za ispunjavanje zahteva koji su u skladu sa strategijom organizacije.

Ulazni elementi za efektivno i efikasno planiranje obuhvataju:

strategije organizacije;

— definisane ciljeve organizacije;

— definisane potrebe i oCekivanja korisnika i ostalih zainteresovanih strana;
— vrednovanje zahteva propisa i ostalih normativnih dokumenata;

— vrednovanje podataka o performansama proizvoda;

— vrednovanje podataka o performansama procesa;

— steCeno znanje iz prethodne prakse;

— naznaCene mogucnosti za poboljSavanja i

— podatke o oceni rizika i 0_njegovom smanijivanju.
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5.4 Planning

5.4.1 Quality objectives

The organization's strategic planning and the quality policy provide a framework for the setting of quality objectives.
Top management should establish these objectives, leading to improvement of the organization's performance. The
objectives should be capable of being measured in order to facilitate an effective and efficient review by
management. When establishing these objectives, management should also consider

— current and future needs of the organization and the markets served,

— relevant findings from management reviews,

— current product and process performance,

— levels of satisfaction of interested parties,

— self-assessment results,

— benchmarking, competitor analysis, opportunities for improvement, and

— resources needed to meet the objectives.

The quality objectives should be communicated in such a way that people in the organization can contribute to their

achievement. Responsibility for deployment of quality objectives should be defined. Objectives should be
systematically reviewed and revised as necessary.

ISO 9001:2000, Quality management systems — Requirements

5.4 Planning

5.4.1 Quality objectives

Top management shall ensure that quality objectives, including those needed to meet requirements for product, are

established at relevant functions and levels within the organization. The quality objectives shall be measurable and
consistent with the quality policy.

5.4.2 Quality planning

Management should take responsibility for the quality planning of the organization. This planning shouid focus on
defining the processes needed to meet effectively and efficiently the organization's quality objectives and
requirements consistent with the strategy of the organization.

Inputs for effective and efficient planning include

— strategies of the organization,

— defined organizational objectives,

— defined needs and expectations of the customers and other interested parties,
— evaluation of statutory and regulatory requirements,

— evaluation of performance data of the products,

— evaluation of performance data of processes,

— lessons learned from previous experience,

— indicated opportunities for improvement, and

— related risk assessment and mitigation data.
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Izlaznim elementima planiranja kvaliteta organizacije treba da se definiSu procesi potrebni za realizaciju i
procesi za podrSku proizvoda preko, na primer:

— vestina i znanja koji su potrebni organizaciji;

— odgovornosti i ovlas¢enja za primenu planova procesa poboljSavanja;

— potrebnih resursa, kao Sto su finansijski i resursi infrastrukture;

— pokazatelja za vrednovanje ostvarivanja poboljSavanja performansi organizacije;
— potrebe za poboljSavanjima, ukljuéujuéi metode i alate i

— potrebe za dokumentacijom, ukljuujuéi zapise.

Rukovodstvo treba da sistematski preispituje izlazne elemente da bi osiguralo efektivnost i efikasnost
procesa u organizaciji.

ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi
5.4.2 Planiranje sistema menadzmenta kvalitetom

NajviSe rukovodstvo mora da obezbedi da se:

a) planira sistem menadzmenta kvalitetom, da bi se ispunili zahtevi dati u 4.1, kao i ciljevi kvaliteta i

b) odrzava celovitost sistema menadZmenta kvalitetom kada se planiraju i primenjuju izmene u sistemu
menadzmenta kvalitetom.

5.5 Odgovornosti, ovlaséenja i komuniciranje
5.5.1 Odgovornosti i ovlaséenja

Najvise rukovodstvo treba da definiSe i zatim da saops$ti odgovornosti i ovlaScenja, radi primene i
odrzavanja efektivnog i efikasnog sistema menadzmenta kvalitetom.

Osoblju u celoj organizaciji treba da se odrede odgovornosti i ovlaS¢enja, da bi im se omoguéilo da
doprinose ostvarivanju ciljeva kvaliteta i da bi se obezbedili njihovo uceS¢e, motivacija i delovanje.

ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi
5.5 Odgovornosti, ovlaséenja i komuniciranje
5.5.1 Odgovornosti i ovlaséenja

NajviSe rukovodstvo mora osigurati da se odgovornosti i ovlad¢enja definiSu i saopSte u organizaciji.

5.5.2 Predstavnik rukovodstva

NajviSe rukovodstvo treba da imenuje predstavnika rukovodstva daju¢i mu ovladcenja da rukovodi sistemom
menadzmenta kvalitetom, prati, vrednuje i koordinira njegov rad. Ovo imenovanje ima za cilj da poveca
efektivnost i efikasnost, kao i da poboljSa sistem menadZmenta kvalitetom. Predstavnik rukovodstva treba da
izveStava najviSe rukovodstvo i da komunicira sa korisnicima i ostalim zainteresovanim stranama u vezi sa
pitanjima koja se odnose na sistem menadzmenta kvalitetom.
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Outputs of quality planning for the organization should define the product realization and support processes needed
in terms such as

— skills and knowledge needed by the organization,

— responsibility and authority for implementation of process improvement plans,

— resources needed, such as financial and infrastructure,

— metrics for evaluating the achievement of the organization's performance improvement
— needs for improvement including methods and tools, and

— needs for documentation, including records.

Management should systematically review the outputs to ensure the effectiveness and efficiency of the processes of
the organization.

1SO 9001:2000, Quality management systems — Requirements
5.4.2 Quality management system planning

Top management shall ensure that

a) the planning of the quality management system is carried out in order to meet the requirements given in 4.1, as
well as the quality objectives, and

b) the integrity of the quality management system is maintained when changes to the quality management system
are planned and implemented.

5.5 Responsibility, authority and communication

5.5.1 Responsibility and authority

Top management should define and then communicate the responsibility and authority in order to implement and
maintain an effective and efficient quality management system.

People throughout the organization should be given respensibilities and authority to enable them to contribute to the
achievement of the quality objectives and to establish their involvement, motivation and commitment.

IS0 9001:2000, (-Juality management systems — Requirements
5.5 Responsibility, authority and communication
5.5.1 Responsibility and authority

Top management shall ensure that responsibilities and authorities are defined and communicated within the
organization.

5.5.2 Management representative

A management representative should be appointed and given authority by top management to manage, monitor,
evaluate and coordinate the quality management system. This appointment is to enhance effective and efficient
operation and improvement of the quality management system. The representative should report to top management
and communicate with customers and other interested parties on matters pertaining to the quality management
system.
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ISO 9001:2000, Sistem menadZmenta kvalitetom — Zahtevi
5.5.2 Predstavnik rukovodstva

NajviSe rukovodstvo mora da imenuje jednog C¢lana rukovodstva koji, bez obzira na svoje druge
odgovornosti, mora preuzeti odgovornost i ovlaS¢enje, koji obuhvataju:

a) obezbedivanje procesa potrebnih za utvrdivanje, primenu i odrzavanje sistema menadzmenta
kvalitetom;
b) izveStavanje najviSeg rukovodstva o delotvornosti sistema menadzmenta kvalitetom i o svim

potrebama za poboljSavanjem i

c) osiguravanje stvaranja svesti o zahtevima korisnika, na svim nivoima u organizaciji.

NAPOMENA Odgovornost predstavnika rukovodstva moZe obuhvatiti i povezivanje sa eksternim stranama u vezi
sa pitanjima koja se odnose na sistem menadZzmenta kvalitetom.

5.5.3 Interno komuniciranje

Rukovodstvo organizacije treba da definiSe i primenjuje efektivan i efikasan proces za saopStavanje politike
kvaliteta, zahteva, ciljeva i rezultata. Davanje ovakvih informacija moze doprinositi poboljSavanju performansi
organizacije i direktno uklju€uje njeno osoblje u ostvarivanje ciljeva kvaliteta. Rukovodstvo treba da aktivho
podstiCe dobijanje povratnih informacija od osoblja u organizaciji, kao nacina njihovog ukljuivanja.

Aktivnosti komuniciranja obuhvataju, na primer:

— saopStenja od rukovodilaca u vezi sa poslom;

— sastanke timova i ostale sastanke, kao $to su oni za priznavanje rezultata;

— oglasne table, interne novine/Casopise,

— audiovizuelne i elektronske medijume, kao $to su elektronska posta i vebsajtovi i

— predloge i miSlienja zaposlenih.

1ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi
5.5.3 Interno komuniciranje

NajviSe rukovodstvo mora da osigura da se uspostave odgovaraju¢i procesi komuniciranja unutar
organizacije i da se ostvaruje komuniciranje koje se odnosi na efektivnost sistema menadzmenta
kvalitetom.

5.6 Preispitivanje od strane rukovodstva

5.6.1 Opste odredbe

NajviS8e rukovodstvo treba da razvije aktivhost preispitivanja od strane rukovodstva, koje prevazilazi
verifikaciju efektivnosti i efikasnosti sistema menadzmenta kvalitetom, uspostavljajuéi proces koji se proSiruje
na celu organizaciju i koji, takode, vrednuje efikasnost sistema. Preispitivanja od strane rukovodstva treba
da predstavljaju platformu za razmenu novih ideja, u otvorenoj diskusiji i vrednovanjem ulaznih elemenata
koji se stimuliSu pod vodstvom najviSseg rukovodstva.

Da bi se organizaciji dodala vrednost iz preispitivanja od strane rukovodstva, najviSe rukovodstvo treba da
upravlja performansama procesa realizacije i podrSke sistematskim preispitivanjem, zasnovanim na principima
menadzmenta kvalitetom. UCestalost preispitivanja treba da se odredi na osnovu potreba organizacije. Ulazni
elementi procesa preispitivanja treba da rezultiraju u izlazne elemente, koji prevazilaze efektivnost i
efikasnost sistema menadzmenta kvalitetom. lzlazni elementi preispitivanja treba da daju podatke za
koriS§éenje u planiranju pobolisavanja performansi organizaciie.
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1SO 9001:2000, Quality management systems — Requirements

5.5.2 Management representative

Top management shall appoint a member of management who, irrespective of other responsibilities, shall have
responsibility and authority that includes

a) ensuring that processes needed for the quality management system are established, implemented and
maintained,

b) reporting to top management on the performance of the guality management system and any need for
improvement, and

c) ensuring the promotion of awareness of customer requirements throughout the organization.

NOTE The responsibility of a management representative can include liaison with external parties on matters relating to the
quality management system.

5.5.3 Internal communication

The management of the organization should define and implement an effective and efficient process for
communicating the quality policy, requirements, objectives and accomplishments. Providing such information can aid
in the organization's performance improvement and directly involves its people in the achievement of quality
objectives. Management should actively encourage feedback and communication from people in the organization as
a means of involving them.

Activities for communicating include, for example

— management-led communication in work areas,

— team briefings and other meetings, such as for recognition of achievement,
— notice-boards, in-house journals/magazines,

— audio-visual and electronic media, such as email and websites, and

— employee surveys and suggestion schemes.

1SO 9001:2000, Quality management systems — Requirements
5.5.3 Internal communication

Top management shall ensure that appropriate communication channels are established within the organization and
that communication takes place regarding the effectiveness of the quality management system.

5.6 Management review

5.6.1 General

Top management should develop the management review activity beyond verification of the effectiveness and
efficiency of the quality management system into a process that extends to the whole organization, and which also
evaluates the efficiency of the system. Management reviews should be platforms for the exchange of new ideas, with
open discussion and evaluation of the inputs being stimulated by the leadership of top management.

To add value to the organization from management review, top management should control the performance of
realization and support processes by systematic review based on the quality management principles. The frequency
of review should be determined by the needs of the organization. Inputs to the review process should result in
outputs that extend beyond the effectiveness and efficiency of the quality management system. Outputs from reviews
should provide data for use in planning for performance improvement of the organization.
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ISO 9001:2000, Sistem menadZmenta kvalitetom — Zahtevi

5.6 Preispitivanje od strane rukovodstva

5.6.1 Opste odredbe

NajviSe rukovodstvo mora da preispituje sistem menadzmenta kvalitetom u planiranim intervalima, da bi
se obezbedila njegova stalna prikladnost, adekvatnost i efektivhost. Ovo preispitivanje mora da obuhvati

procenjene mogucnosti za poboljS8avanje i potrebu za izmenama u sistemu menadZmenta kvalitetom,
uklju€ujuci politiku i cilieve kvaliteta.

Zapisi o preispitivanju od strane rukovodstva moraju se odrzavati (videti 4.2.4).

5.6.2 Ulazni elementi preispitivanja

Ulazni elementi za vrednovanje efikasnosti i efektivnosti sistema menadZzmenta kvalitetom treba da uzmu u
obzir korisnika i ostale zainteresovane strane i treba da obuhvate:

stanje i rezultate ciljeva kvaliteta i aktivnosti poboljSavanja;

stanje mera preispitivanja od strane rukovodstva;

— rezultate provera i samoocenjivanja organizacije;

— povratne informacije o zadovoljenju zainteresovanih strana, eventualno i uz njihovo uce$ce;

— Cinioce koji se odnose na trziSte, kao $to su tehnologija, istrazivanje i razvoj i performanse konkurencije;
— rezultate aktivnosti uporedivanja sa konkurentskim organizacijama;

— performanse isporucilaca;

— nove mogucnosti za poboljSavanje;

— upravljanje procesom i neusagladenostima proizvoda;

— procenjivanje trzista i strategiju;

— finansijske efekte aktivnosti koje se odnose na kvalitet i

— ostale ¢inioce koji mogu uticati na organizaciju, kao $to su finansijski, drustveni ili uslovi Zivotne sredine,
kao i odgovaraju¢e izmene propisa i ostalih normativnih dokumenata.

ISO 9001:2000, Sistem menadzZmenta kvalitetom — Zahtevi
5.6.2 Ulazni elementi preispitivanja

Ulazni elementi preispitivanja moraju da sadrze informacije o:
a) rezultatima provera;

b) reagovanjima korisnika;

(¢}

)

) performansama procesa i usaglaSenosti proizvoda;

d) statusu preventivnih i korektivnih mera;

e) dodatnim merama proisteklim iz prethodnih preispitivanja od strane rukovodstva;

f) izmenama koje bi mogle uticati na sistem menadzmenta kvalitetom i

g) preporukama za poboljSavanje.
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ISO 9001:2000, Quality management systems — Requirements

5.6 Management review

5.6.1 General

Top management shall review the organization's quality management system, at planned intervals, to ensure its
continuing suitability, adequacy and effectiveness. This review shall include assessing opportunities for
improvement and the need for changes to the quality management system, including the quality policy and quality
objectives.

Records from management reviews shall be maintained.

5.6.2 Review input

Inputs to evaluate efficiency as well as effectiveness of the quality management system should consider the
customer and other interested parties and should include

— status and results of quality objectives and improvement activities,

— status of management review action items,

— results of audits and self-assessment of the organization,

— feedback on the satisfaction of interested parties, perhaps even to the point of their participation,
— market-related factors such as technology, research and development, and competitor performance,
— results from benchmarking activities,

— performance of suppliers,

— new opportunities for improvement,

— control of process and product nonconformities,

— marketplace evaluation and strategies,

— status of strategic partnership activities,

— financial effects of quality related activities, and

— other factors which may impact the organization, such as financial, social or environmental conditions, and
relevant statutory and regulatory changes.

ISO 9001:2000, Quality management systems — Requirements
5.6.2 Review input

The input to management review shall include information on
a) results of audits,

b) customer feedback,

c) process performance and product conformity,

d) status of preventive and corrective actions,

e) follow-up actions from previous management reviews,

f) changes that could affect the quality management system, and

g) recommendations for improvement.

39



JUS ISO 9004:2001 © JUs

5.6.3 lzlazni elementi preispitivanja

ProSirujuéi preispitivanje od strane rukovodstva na verifikaciju sistema menadZmenta kvalitetom, mogu su
koristiti izlazni elementi preispitivanja od strane rukovodstva kao ulazni elementi procesa poboljSavanja.
NajviSe rukovodstvo moze koristiti ovaj proces preispitivanja kao mocan alat za identifikovanje moguénosti
za poboljSavanje performansi organizacije. Terminski plan preispitivanja treba da olakSa blagovremeno
davanje podataka, u sklopu strateSkog planiranja u organizaciji. Odabrani izlazni elementi treba da se
saopSte osoblju organizacije da bi mu se pokazalo kako proces preispitivanja od strane rukovodstva vodi ka
novim ciljevima koji ¢e Koristiti organizaciji.

Dodatni izlazni elementi kojima se poboljSava efikasnost obuhvataju, na primer:

— cilieve performansi za proizvode i procese;

— cilieve poboljSavanja performansi za organizaciju;

— vrednovanje pogodnosti organizacione strukture i resursa;

— strategije i inicijative za marketing, proizvode i zadovoljenje korisnika i ostalih zainteresovanih strana;

— spreCavanje gubitaka i planove smanjivanja identifikovanih rizika i

— informacije za strateSko planiranje za buduée potrebe organizacije.

Zapisi treba da omoguce sledljivost i da olakSaju vrednovanje samog procesa preispitivanja od strane
rukovodstva, da bi se osigurala njegova stalna efektivnost i dodatna vrednost za organizaciju.

ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi
5.6.3 Izlazni elementi preispitivanja

Izlazni elementi preispitivanja od strane rukovodstva moraju da sadrze odluke i mere koje se odnose na:
a) poboljSavanje efektivnosti sistema menadzmenta kvalitetom i njegovih procesa;

b) poboljSavanje proizvoda u vezi sa zahtevima Korisnika i

c) potrebne resurse.

6 Menadzment resursima

6.1 Opste uputstvo
6.1.1 Uvod

NajviSe rukovodstvo treba da osigura da se identifikuju i uCine raspolozivim bitni resursi za primenu
strategije i ostvarivanje ciljeva organizacije. Ovi resursi treba da obuhvate i resurse za funkcionisanje i
poboljSavanje sistema menadZzmenta kvalitetom i zadovoljenje korisnika i ostalih zainteresovanih strana.
Resursi mogu biti: osoblje, infrastruktura, radna sredina, informacije, isporucioci i partneri, prirodni resursi i
finansijski resursi.

6.1.2 Pitanja koja se razmatraju

Treba razmatrati resurse za poboljSavanje performansi organizacije, kao $to su:

— efektivno, efikasno i blagovremeno obezbedenje resursa, imajuéi u vidu mogucnosti i ogranienja;
— materijalni resursi, kao $to su objekti i oprema za poboljSanu realizaciju i podrsku;

— nematerijalni resursi, kao $to je intelektualna svojina;

— resursi i mehanizmi za podsticanje stalnih inovativnih poboljSavanja;

— organizacione strukture, ukliuéujuéi potrebe projektnog i matricnog menadzmenta;

40



© JUs JUS ISO 9004:2001

5.6.3 Review output

By extending management review beyond verification of the quality management system, the outputs of
management review can be used by top management as inputs to improvement processes. Top management can
use this review process as a powerful tool in the identification of opportunities for performance improvement of the
organization. The schedule of reviews should facilitate the timely provision of data in the context of strategic planning
for the organization. Selected output should be communicated to demonstrate to the people in the organization how
the management review process leads to new objectives that will benefit the organization.

Additional outputs to enhance efficiency include, for example

— performance objectives for products and processes,

— performance improvement objectives for the organization,

— appraisal of the suitability of the organization's structure and resources,

— strategies and initiatives for marketing, products, and satisfaction of customers and other interested parties,

— loss prevention and mitigation plans for identified risks, and

— information for strategic planning for future needs of the organization.

Records should be sufficient to provide for traceability and to facilitate evaluation of the management review process
itself, in order to ensure its continued effectiveness and added value to the organization.

1SO 9001:2000, Quality management systems — Requirements
5.6.3 Review output

The output from the management review shall include any decisions and actions related to
a) improvement of the effectiveness of the quality management system and its processes,

b) improvement of product related to customer requirements, and

c) resource needs.

6 Resource management
6.1 General guidance

6.1.1 Introduction

Top management should ensure that the resources essential to the implementation of strategy and the achievement
of the organization's objectives are identified and made available. This should include resources for operation and
improvement of the quality management system, and the satisfaction of customers and other interested parties.
Resources may be people, infrastructure, work environment, information, suppliers and partners, natural resources
and financial resources.

6.1.2 Issues to be considered

Consideration should be given to resources to improve the performance of the organization, such as
— effective, efficient and timely provision of resources in relation to opportunities and constraints,
— tangible resources such as improved realization and support facilities,

— intangible resources such as intellectual property,

— resources and mechanisms to encourage innovative continual improvement,

— organization structures, including project and matrix management needs,
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— menadZment informacijama i tehnologijom;

— poboljSavanje osposobljenosti usmerenom obukom, obrazovanjem i ucenjem;
— razvoj liderskog umecéa i profila za buduce rukovodioce organizacije;

— KkoriS¢enje prirodnih resursa i uticaj resursa na zivotnu sredinu i

— planiranje buduéih potreba za resursima.

ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi

6 Menadzment resursima
6.1 Obezbedivanje resursa

Organizacija mora da definie i obezbedi resurse potrebne za:

a) primenu i odrzavanje sistema menadzmenta kvalitetom i stalno poboljSavanje njegove efektivnosti i

b) povecavanje zadovoljenja korisnika ispunjavanjem njihovih zahteva.

6.2 Osoblje
6.2.1  Uklju€ivanje osoblja

Rukovodstvo treba da poboljSava i efektivhost i efikasnost organizacije, obuhvataju¢i sistem menadzmenta
kvalitetom, uklju¢ivanjem osoblja i njegovom podrS8kom. Kao pomo¢ u ostvarivanju cilieva poboljSavanja
performansi, organizacija treba da podstiCe ukljuCivanje osoblja i njegovo usavrSavanje:

— obezbedujuc¢i stalnu obuku i planiranje karijere;
— definiSuéi njegove odgovornosti i ovladc¢enja;

— utvrdujuéi pojedina¢ne i timske ciljeve, ostvaruju¢i menadzment performansama procesa i vrednujuci
rezultate;

— olak8avajuci uklju€ivanje u postavljanje cilieva i donoSenje odluka;
— odajuéi priznanja i nagradujudi;

— olakSavajuc¢i otvorenu, dvosmernu razmenu informacija;

— stalno preispitujuéi potrebe osoblja;

— stvarajuéi uslove za podsticanje inovacija;

— obezbedujuéi efektivan timski rad;

— saopStavajuci predloge i miSljenje;

— mereéi zadovoljenja osoblja i

— istrazujuéi razloge zasto osoblje dolazi u organizaciju i napusta je.

1ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi
6.2 Ljudski resursi
6.2.1 Opste odredbe

Osoblje koje obavlja poslove koji uticu na kvalitet proizvoda mora da bude osposoblieno u pogledu
obrazovanja, obuke, znanja i iskustva.
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— information management and technology,

— enhancement of competence via focused training, education and learning,

— development of leadership skills and profiles for the future managers of the organization,
— use of natural resources and the impact of resources on the environment, and

— planning for future resource needs.

ISO 9001:2000, Quality management systems — Requirements

6 Resource management

6.1 Provision of resources

The organization shall determine and provide the resources needed

a) toimplement and maintain the quality management system and continually improve its effectiveness, and

b) to enhance customer satisfaction by meeting customer requirements.

6.2 People

6.2.1 Involvement of people

Management should improve both the effectiveness and efficiency of the organization, including the quality
management system, through the involvement and support of people. As an aid to achieving its performance
improvement objectives, the organization should encourage the involvement and development of its people

— by providing ongoing training and career planning,

— by defining their responsibilities and authorities,

— by establishing individual and team objectives, managing process performance and evaluating results,
— by facilitating involvement in objective setting and decision making,
— by recognizing and rewarding,

— by facilitating the open, two-way communication of information,

— by continually reviewing the needs of its people,

— by creating conditions to encourage innovation,

— by ensuring effective teamwork,

— by communicating suggestions and opinions,

— by using measurements of its people's satisfaction, and

— by investigating the reasons why people join and leave the organization.

ISO 9001:2000, Quality management systems — Requirements
6.2 Human resources
6.2.1 General

Personnel performing work affecting product quality shall be competent on the basis of appropriate education,
training, skills and experience.
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6.2.2 Osposobljenost, svest i obuka
6.2.2.1 Osposobljenost

Rukovodstvo treba da obezbedi da je na raspolaganju osposoblieno osoblje za efektivan i efikasan rad

organizacije. Rukovodstvo treba da razmatra analize sada$njih i oCekivanih potreba za osposobljenoséu,

poredeéi je sa osposoblienod¢u koja veé postoji u organizaciji.

Razmatranje potrebe za osposobljenoSéu obuhvata izvore kao Sto su:

— buduci zahtevi koji se odnose na strateSke i operativhe planove i ciljeve;

— predvidanje potreba za zamenu rukovodilaca i izvrSilaca;

— izmene procesa, alata i opreme u organizaciji;

— vrednovanje osposobljenosti pojedinaca za obavljanje definisanih aktivnosti i

— zahtevi propisa i drugih normativnih dokumenata i standarda, koji utiCu na organizaciju i njene
zainteresovane strane.

6.2.2.2 Svest i obuka

Pri planiranju potreba za obrazovanjem i obukom treba uzeti u obzir izmene koje uzrokuje priroda procesa
organizacije, faze usavrSavanja osoblja i kulture organizacije.

Cilj je da se osoblju pruze znanje i vestine koji, zajedno sa iskustvom, poboljSavaju njegovu osposobljenost.
Pri obrazovanju i obuci treba naglaSavati vaznost ispunjavanja zahteva, zadovoljavanja potreba i o€ekivanja
korisnika i ostalih zainteresovanih strana. Treba, takode, obuhvatiti svest o posledicama za organizaciju i

njeno osoblje ako se ne ispunjavaju zahtevi.

Da bi se podrzalo ostvarivanje ciljeva organizacije i usavrSavanja osoblja, pri planiranju obrazovanja i obuke
treba razmatrati:

iskustvo osoblja;

— trazeno i pokazano znanje;

— vestine liderstva i menadzmenta;

— alate za planiranje i poboljSavanje;

— stvaranje tima;

— reSavanje problema;

— vestine komuniciranja;

— kulturno i socijalno ponasanje;

— poznavanje trziSta, potreba i oCekivanja korisnika i ostalih zainteresovanih strana i

— kreativnost i inovacije.

Radi olakSavanja ukljuCivanja osoblja, obrazovanje i obuka takode ukljucuju:
— viziju buduénosti organizacije;

— politiku i cilieve organizacije;

— organizacione izmene i razvoj;

— iniciranje i primenu procesa poboljSavanja;

— Kkoristi od kreativnosti i inovacija;

— uticaj organizacije na drustvo;

44



© JUs JUS ISO 9004:2001

6.2.2 Competence, awareness and training

6.2.2.1 Competence

Management should ensure that the necessary competence is available for the effective and efficient operation of the
organization. Management should consider analysis of both the present and expected competence needs as
compared to the competence already existing in the organization.

Consideration of the need for competence includes sources such as

— future demands related to strategic and operational plans and objectives,

— anticipated management and workforce succession needs,

— changes to the organization's processes, tools and equipment,

— evaluation of the competence of individual people to perform defined activities, and

— statutory and regulatory requirements, and standards, affecting the organization and its interested parties.

6.2.2.2 Awareness and training

Planning for education and training needs should take account of change caused by the nature of the organization's
processes, the stages of development of people and the culture of the organization.

The objective is to provide people with knowledge and skills which, together with experience, improve their
competence.

Education and training should emphasize the importance of meeting requirements and the needs and expectations
of the customer and other interested parties. It should also include awareness of the consequences to the
organization and its people of failing to meet the requirements.

To support the achievement of the organization's objectives and the development of its people, planning for
education and training should consider

— experience of people,

— tacit and explicit knowledge,

— leadership and management skills,

— planning and improvement tools,

— teambuilding,

— problem solving,

— communication skills,

— culture and social behaviour,

— knowledge of markets and the needs and expectations of customers and other interested parties, and

— creativity and innovation.

To facilitate the involvement of people, education and training also include
— the vision for the future of the organization,

— the organization's policies and objectives,

— organizational change and development,

— the initiation and implementation of improvement processes,

— benefits from creativity and innovation,

— the organization's impact on society,
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— programe uvodenja u posao novog osoblja i

— programe za periodi€no obnavljanje znanja osoblja koje je veé obu&eno.

Planovi obuke treba da obuhvataju:

cilieve;

— programe i metode;

— potrebne resurse;

— identifikaciju neophodne interne podrske;

— vrednovanje u smislu poboljSane osposobljenosti osoblja i
— merenje efektivnosti i uticaja na organizaciju.

Pruzeno obrazovanje i obuka treba da se vrednuju kroz oekivanja i uticaje na efektivnost i efikasnost
organizacije, kao nacine za poboljSavanja buduéih planova obuke.

ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi
6.2.2 Osposobljenost, svest i obuka

Organizacija mora da:

a) definiSe potrebnu osposobljenost osoblja koje obavlja poslove koji uticu na kvalitet proizvoda;
b) obezbedi obuku ili preduzme druge mere da se zadovolje ove potrebe;
c) ocenjuje efektivnost preduzetih mera;

d) osigura da zaposleni budu svesni relevantnosti i vaznosti svojih aktivhosti i na¢ina na koji oni
doprinose ostvarivanju ciljeva kvaliteta i

e) odrzava odgovarajuée zapise 0 obrazovanju, obuci, znanju i iskustvu (videti 4.2.4).

6.3 Infrastruktura

Rukovodstvo treba da definiSe infrastrukturu koja je neophodna za realizaciju proizvoda pri razmatranju
potreba i oCekivanja zainteresovanih strana. Infrastruktura obuhvata resurse kao Sto su: postrojenja, radni
prostor, alati i oprema, usluge za podrsku, informacije i tehnologija komuniciranja i transportna sredstva.

Proces definisanja infrastrukture neophodne za ostvarivanje efektivne i efikasne realizacije proizvoda treba
da obuhvati sledece:

a) obezbedenje infrastrukture definisano u obliku ciljeva, funkcije, performansi, raspolozivosti, troSkova,
bezbednosti, sigurnosti i obnavljanja;

b) razvoj i primenu metoda odrzavanja radi osiguranja da infrastruktura neprekidno zadovoljava potrebe
organizacije; ove metode treba da razmotre vrstu i uCestalost odrzavanja i verifikaciju rada svakog
elementa infrastrukture, u zavisnosti od njegovog znacaja i koridCenja;

c) procenjivanje infrastrukture u odnosu na potrebe i oCekivanja zainteresovanih strana;

d) razmatranje pitanja zivotne sredine povezanih sa infrastrukturom, kao $to su oc€uvanje, zagadivanije,
pitanje otpada i recikliranja.

Prirodne pojave, kojima se ne moze upravljati, mogu uticati na infrastrukturu. Planom infrastrukture treba
razmatrati identifikaciju i smanjivanje rizika sa tim u vezi i treba obuhvatiti strategiju zastite interesa zainte-
resovanih strana.
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— introductory programmes for new people, and

— periodic refresher programmes for people already trained.

Training plans should include

— objectives,

— programmes and methods,

— resources needed,

— identification of necessary internal support,

— evaluation in terms of enhanced competence of people, and

— measurement of the effectiveness and the impact on the organization.

The education and training provided should be evaluated in terms of expectations and impact on the effectiveness
and efficiency of the organization as a means of improving future training plans.

[1SO 9001:2000, Quality management systems — Requirements
6.2.2 Competence, awareness and training

The organization shall

a) determine the necessary competence for personnel performing work affecting product quality,
b) provide training or take other actions to satisfy these needs,

c) evaluate the effectiveness of the actions taken,

d) ensure that its personnel are aware of the relevance and importance of their activities and how they contribute
to the achievement of the quality objectives, and

e) maintain appropriate records of education, training, skills and experience.

6.3 Infrastructure

Management should define the infrastructure necessary for the realization of products while considering the needs
and expectations of interested parties. The infrastructure includes resources such as plant, workspace, tools and
equipment, support services, information and communication technology, and transport facilities.

The process to define the infrastructure necessary for achieving effective and efficient product realization should
include the following:

a) provision of an infrastructure, defined in terms such as objectives, function, performance, availability, cost, safety,
security and renewal;

b) development and implementation of maintenance methods to ensure that the infrastructure continues to meet the
organization's needs; these methods should consider the type and frequency of maintenance and verification of
operation of each infrastructure element, based on its criticality and usage;

c) evaluation of the infrastructure against the needs and expectations of interested parties;

d) consideration of environmental issues associated with infrastructure, such as conservation, pollution, waste and
recycling.

Natural phenomena that cannot be controlled can impact the infrastructure. The plan for the infrastructure should
consider the identification and mitigation of associated risks and should include strategies to protect the interests of
interested parties.
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ISO 9001:2000, Sistem menadZmenta kvalitetom — Zahtevi

6.3 Infrastruktura

Organizacija mora da definiSe, obezbedi i odrzava infrastrukturu potrebnu za postizanje usagladenosti sa
zahtevima. Infrastruktura obuhvata, gde je to primenljivo:

a) zgrade, radni prostor i pripadajucu opremu;

b) procesnu opremu (i hardver i softver) i

c) usluge podrske (kao Sto su transportne ili komunikacione usluge).

6.4 Radna sredina

Rukovodstvo treba osigurati da radna sredina ima pozitivan uticaj na motivaciju, zadovoljenje i performanse
osoblja, radi poboljSavanja performansi organizacije. Stvaranje pogodne radne sredine, kao kombinacije
ljudskih i fizickih faktora, treba da obuhvati razmatranje:

metoda za kreativan rad i mogucnosti za vece uklju€ivanje radi iskoriS¢enja osoblja u organizaciji;
— pravila i uputstava za bezbednost, uklju€ujuci koriCenje zastithe opreme;

— ergonomije;

— lokacije radnog mesta;

— meduljudskih odnosa;

— objekata i opreme za osoblje u organizaciji;

— toplote, vlaZnosti, osvetljenja, strujanja vazduha i

— higijene, Cistoée, buke, vibracija i zagadenosti.

ISO 9001:2000, Sistem menadZmenta kvalitetom — Zahtevi

6.4 Radna sredina

Organizacija mora da definiSe i obavlja menadzment radnom sredinom potrebnom da bi se postigla
usaglaSenost sa zahtevima proizvoda.

6.5 Informisanje

Rukovodstvo treba da smatra podatke temeljnim resursom za konverziju u informacije i stalan razvoj znanja
u organizaciji, $to je bitno za donoSenje odluka zasnovanih na &injenicama i moze podsticati inovacije. Radi
menadzmenta informacijama organizacija treba da:

— identifikuje svoje potrebe za informacijama;

— identifikuje izvore internih i eksternih informacija i pristup tim informacijama;

— pretvara informacije u znanje koje ¢e se koristiti u organizaciji;

— koristi podatke, informacije i znanje da postavi i ostvaruje svoju strategiju i ciljeve;
— osigura odgovaraju¢u bezbednost i zastitu poverljivosti i

— vrednuje koristi koje se dobijaju koris¢enjem informacija, radi poboljSavanja menadzmenta informacijama
i znanjem.
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1ISO 9001:2000, Quality management systems — Requirements

6.3 Infrastructure

The organization shall determine, provide and maintain the infrastructure needed to achieve conformity to product
requirements. Infrastructure includes, as applicable

a) buildings, workspace and associated utilities,

b) process equipment (both hardware and software), and

c) supporting services (such as transport or communication).

6.4 Work environment

Management should ensure that the work environment has a positive influence on motivation, satisfaction and
performance of people in order to enhance the performance of the organization. Creation of a suitable work
environment, as a combination of human and physical factors, should include consideration of

— creative work methods and opportunities for greater involvement to realize the potential of people in the
organization,

— safety rules and guidance, including the use of protective equipment,
— ergonomics,

— workplace location,

— social interaction,

— facilities for people in the organization,

— heat, humidity, light, airflow, and

— hygiene, cleanliness, noise, vibration and pollution.

1SO 9001:2000, Quality management systems — Requirements
6.4 Work environment

The organization shall determine and manage the work environment needed to achieve conformity to product
requirements.

6.5 Information

Management should treat data as a fundamental resource for conversion to information and the continual
development of an organization's knowledge, which is essential for making factual decisions and can stimulate
innovation. In order to manage information, the organization should

— identify its information needs,

— identify and access internal and external sources of information,

— convert information to knowledge of use to the organization,

— use the data, information and knowledge to set and meet its strategies and objectives,
— ensure appropriate security and confidentiality, and

— evaluate the benefits derived from use of the information in order to improve managing information and
knowledge.
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6.6 Isporuéioci i partnerstvo

Rukovodstvo treba da uspostavlja odnose sa isporuCiocima i partnerima radi promovisanja i olakSavanja
komuniciranja u cilju uzajamnog poboljSavanja efektivnosti i efikasnosti procesa koji stvaraju vrednost.
Organizacije imaju razliCite mogucénosti da poveéavaju vrednost kroz saradnju sa svojim isporu€iocima i
partnerima, kao $to su:

— optimizacija broja isporucilaca i partnera;

— uspostavljanje dvosmernog komuniciranja na odgovaraju¢im nivoima u obema organizacijama, radi
olakSavanja brzog reSavanja problema i izbegavanja skupih odlaganja ili sporova;

— saradnja sa isporuciocima u validaciji sposobnosti njihovih procesa;

— pracenje sposobnosti isporuCilaca da isporuCuju usaglaSene proizvode, da bi se otklonile suviSne
verifikacije;

— podsticanje isporucilaca da primenjuju programe za stalno poboljSavanje performansi i da u€estvuju u
ostalim zajedni¢kim inicijativama za poboljSavanja;

— ukljuCivanje isporucilaca u aktivnosti projektovanja i razvoja u organizaciji, radi zajedni¢kog posedovanja
znanja i radi efektivnog i efikasnog poboljSavanja procesa realizacije i isporuke usaglasenih proizvoda;

— uklju€ivanje partnera u identifikaciju potreba nabavke i zajedni¢ku strategiju razvoja i

— vrednovanje, priznavanje i nagradivanje napora i dostignu¢a od strane isporucilaca i partnera.
6.7 Prirodni resursi

Treba posvetiti paznju raspolozivosti prirodnih resursa koji mogu uticati na performanse organizacije. lako su
takvi resursi Cesto izvan mogucnosti organizacije da njima direktno upravlja, oni mogu imati znacajan
pozitivan ili negativan uticaj na njene rezultate. Organizacija treba da ima planove, ili planove za vanredne
situacije, za osiguranje raspolozivosti ili zamene ovih resursa da bi spre€ila ili svela na najmanju meru
negativne efekte na performanse organizacije.

6.8 Finansijski resursi

MenadZment resursima treba da obuhvati aktivnosti za utvrdivanje potreba za finansijskim resursima i za
utvrdivanje njihovih izvora. Upravljanje finansijskim resursima treba da obuhvati aktivnosti uporedivanja
stvarnog koriS¢enja sa planovima, kao i preduzimanje neophodnih mera.

Rukovodstvo treba da planira, stavi na raspolaganje i kontroliSe finansijske resurse koji su neophodni za
primenu i odrzavanje efektivnog i efikasnog sistema menadzmenta kvalitetom i za ostvarivanje ciljeva
organizacije, da bi te resurse ucinila raspolozivim i da bi njima upravljala. Rukovodstvo treba, takode, da
razmatra razvoj inovativnih finansijskih metoda, radi podrSke i podsticanja poboljSavanja performansi
organizacije.

PoboljSavanje efektivnosti i efikasnosti sistema menadZzmenta kvalitetom moZe pozitivno uticati na finansijske
rezultate organizacije, na primer:

a) interno, smanjivanjem greSaka procesa i proizvoda ili gubitaka u materijalu i vremenu, ili

b) eksterno, smanjivanjem greSaka proizvoda, troSkova nadoknade u garantnom roku i garancijama, kao i
troSkova gubljenja korisnika i trzista.

IzveStavanje o ovakvim stvarima moze, takode, obezbediti naCin za utvrdivanje neefektivnih ili neefikasnih

U preispitivanjima od strane rukovodstva treba koristiti finansijske izvestaje o aktivnostima koji se odnose na
performanse sistema menadzmenta kvalitetom, i na usaglasenast proizvoda.
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6.6 Suppliers and partnerships

Management should establish relationships with suppliers and partners to promote and facilitate communication with
the aim of mutually improving the effectiveness and efficiency of processes that create value. There are various
opportunities for organizations to increase value through working with their suppliers and partners, such as

— optimizing the number of suppliers and partners,

— establishing two-way communication at appropriate levels in both organizations to facilitate the rapid solution of
problems, and to avoid costly delays or disputes,

— cooperating with suppliers in validation of the capability of their processes,

— monitoring the ability of suppliers to deliver conforming products with the aim of eliminating redundant
verifications,

— encouraging suppliers to implement programmes for continual improvement of performance and to participate in
other joint improvement initiatives,

— involving suppliers in the organization's design and development activities to share knowledge and effectively
and efficiently improve the realization and delivery processes for conforming products,

— involving partners in identification of purchasing needs and joint strategy development, and

— evaluating, recognizing and rewarding efforts and achievements by suppliers and partners.

6.7 Natural resources

Consideration should be given to the availability of natural resources that can influence the performance of the
organization. While such resources are often out of the direct control of the organization, they can have significant
positive or negative effects on its results. The organization should have plans, or contingency plans, to ensure the
availability or replacement of these resources in order to prevent or minimize negative effects on the performance of
the organization.

6.8 Financial resources

Resource management should include activities for determining the needs for, and sources of, financial resources.
The control of financial resources should include activities for comparing actual usage against plans, and taking
necessary action.

Management should pian, make available and control the financial resources necessary to implement and maintain
an effective and efficient quality management system and to achieve the organization's objectives. Management
should also consider the development of innovative financial methods to support and encourage improvement of the
organization's performance.

Improving the effectiveness and efficiency of the quality management system can influence positively the financial
results of the organization, for example

a) internally, by reducing process and product failures, or waste in material and time, or

b) externally, by reducing product failures, costs of compensation under guarantees and warranties, and costs of
lost customers and markets.

Reporting of such matters can also provide a means of determining ineffective or inefficient activities, and initiating
suitable improvement actions.

The financial reporting of activities related to the performance of the quality management system and product
conformity should be used in management reviews.
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7 Realizacija proizvoda

71 Opste uputstvo
7141 Uvod

NajviSe rukovodstvo treba da obezbedi efektivno i efikasno funkcionisanje procesa realizacije i podrSke i sa
njima povezanu mrezu procesa, tako da organizacija poseduje sposobnost da zadovoljava svoje
zainteresovane strane. Dok rezultate procesa realizacije predstavljaju proizvodi koji dodaju vrednost
organizaciji, procesi podrSke su takode neophodni organizaciji i oni indirektno dodaju vrednost.

Svaki proces je saCinjen od niza povezanih aktivnosti ili od jedne aktivnosti; u oba slu¢aja one imaju i
ulazne i izlazne elemente. Rukovodstvo treba da definiSe zahtevane izlazne elemente procesa i treba da
identifikuje neophodne ulazne elemente i zahtevane aktivnosti za njihovo efektivno i efikasno ostvarivanje.

Medusobna povezanost procesa moze biti sloZzena, Cine¢i tako mrezu procesa. Da bi obezbedilo efektivan i
efikasan rad organizacije, rukovodstvo treba da prepozna da izlazni elementi jednog procesa mogu postati
ulazni elementi jednog ili viSe drugih procesa.

7.1.2 Pitanja koja treba razmatrati

Shvatanje da proces moze da se predstavi kao niz aktivnosti pomaze rukovodstvu da definiSe ulazne
elemente procesa. Po definisanju ulaznih elemenata mogu se utvrditi neophodne aktivnosti, mere i resursi
koji se zahtevaju da bi se ostvarili zeljeni izlazni elementi.

Kao ulazni elementi procesa treba da se, takode, razmatraju rezultati verifikacije i validacije procesa i njihovi
izlazni elementi, kako bi se ostvarivalo stalno poboljSavanje performansi i promovisanje izvrsnosti u celoj
organizaciji. Stalno poboljS8avanje procesa organizacije poboljSavace efektivnost i efikasnost sistema
menadzmenta kvalitetom i performanse organizacije. Prilog B opisuje "proces stalnog poboljSavanja" koji se
moze koristiti da se pomogne identifikacija mera neophodnih za stalno poboljSavanje efektivnosti i efikasnosti
procesa.

Procesi treba da se dokumentuju u meri neophodnoj da se podrzi efektivan i efikasan rad. Dokumentacija
koja se odnosi na procese treba da podrzi:

identifikaciju i saops$tavanje znacajnih karakteristika procesa;
— obuku za funkcionisanje procesa;

— zajedni¢ko znanje i iskustvo u timovima i radnim grupama;
— merenje i proveravanje procesa i

— analize, preispitivanja i poboljSavanja procesa.

Treba vrednovati ulogu osoblja u procesima radi:

osiguravanja zdravlja i bezbednosti osoblja;

osiguravanja da postoji neophodno umece;

podrske koordinaciji procesa;

dobijanja ulaznih elemenata od osoblja u analizi procesa i
— promovisanja inovacija koje predlaze osoblje.

Napori za stalno poboljSavanje performansi organizacije treba da se usredsreduju na poboljSavanje
efektivnosti i efikasnosti procesa, kao nacina na koji se ostvaruju korisni rezultati. Primeri merljivih rezultata,
ostvarenih poveéanom efektivnoScu i efikasnoS¢u procesa, jesu povecana korist, poboljSano zadovoljenje
korisnika, poboljSano kori§¢enje resursa_i_ smanjenie gubitaka.
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7 Product realization
7.1 General guidance

7.1.1 Introduction

Top management should ensure the effective and efficient operation of realization and support processes and the
associated process network so that the organization has the capability of satisfying its interested parties. While
realization processes result in products that add value to the organization, support processes are also necessary to
the organization and add value indirectly.

Any process is a sequence of related activities or an activity that has both input and output. Management should
define the required outputs of processes, and should identify the necessary inputs and activities required for their
effective and efficient achievement.

The interrelation of processes can be complex, resulting in process networks. To ensure the effective and efficient
operation of the organization, management should recognize that the output of one process may become the input to
one or more other processes.

7.1.2 lIssues to be considered

Understanding that a process can be represented as a sequence of activities aids management in defining the
process inputs. Once the inputs have been defined, the necessary activities, actions and resources required for the
process can be determined, in order to achieve the desired outputs.

Results from verification and validation of processes and outputs should also be considered as inputs to a process,
to achieve continual improvement of performance and the promotion of excellence throughout the organization.
Continual improvement of the organization's processes will improve the effectiveness and efficiency of the quality
management system and the organization's performance. Annex B describes a “Process for continual improvement”
that can be used to assist in the identification of actions needed for continual improvement of the effectiveness and
efficiency of processes.

Processes should be documented to the extent necessary to support effective and efficient operation.
Documentation related to processes should support

— identifying and communicating the significant features of the processes,
— training in the operation of processes,

— sharing knowledge and experience in teams and work groups,

— measurement and audit of processes, and

— analysis, review and improvement of processes.

The role of people within the processes should be evaluated in order

— to ensure the health and safety of people,

— to ensure that the necessary skills exist,

— to support coordination of processes,

— to provide for input from people in process analysis, and

— to promote innovation from people.

The drive for continual improvement of the organization's performance should focus on the improvement of the
effectiveness and efficiency of processes as the means by which beneficial results are achieved. Increased benefits,

improved customer satisfaction, improved use of resources and reduction of waste are examples of measurable
results achieved by greater effectiveness and efficiency of processes.
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7.1.3 Procesi menadzmenta
7.1.3.1 Opste odredbe

Rukovodstvo treba da identifikuje procese potrebne za realizaciju proizvoda koji ispunjava zahteve korisnika i
ostalih zainteresovanih strana. Da bi se obezbedila realizacija proizvoda, treba posvetiti paznju procesima sa
njom povezanim, kao i Zeljenim izlaznim elementima, koracima procesa, aktivnostima, tokovima, merama
upravljanja, potrebama obuke, opremi, metodama, informacijama, materijalima i ostalim resursima.

Treba definisati operativni plan za menadzment procesima obuhvatajuci:

— zahteve koji se odnose na ulazne i na izlazne elemente (na primer specifikacije i resursi);

— aktivnosti u procesima;

— verifikaciju i validaciju procesa i proizvoda;

— analizu procesa, ukljuCujuéi sigurnost funkcionisanja;

— identifikaciju, ocenjivanje i smanjivanje rizika;

— korektivne i preventivhe mere;

— mogucnosti i mere za poboljSavanje procesa i

— upravljanje izmenama procesa i proizvoda.

U primere procesa podrSke spadaju:

— menadzment informacijama;

— obuka osoblja;

— aktivnosti u vezi sa finansijama;

— odrzavanje infrastrukture i usluga;

— primena bezbednosne/zastitne opreme i

— marketing.
7.1.3.2 lzlazni i ulazni elementi procesa i preispitivanje procesa

Procesni pristup osigurava da izlazni elementi procesa budu definisani i zapisani, da bi se dobila osnova za
formulisanje zahteva koji se koriste pri verifikaciji i validaciji izlaznih elemenata. Ulazni elementi mogu za
organizaciju biti interni ili eksterni.

ReSavanje nejasnih ili suprotstavijenihn zahteva moze obuhvatiti konsultacije sa internim ili eksternim
zainteresovanim stranama. Ulazni elementi, koji su dobijeni iz aktivnosti koje jo§ nisu potpuno vrednovane,
treba da se vrednuju naknadnim preispitivanjem, verifikacijom i validacijom. Organizacija treba da identifikuje
znacajne ili kriticne karakteristike proizvoda i procesa, da bi se razvio efektivan i efikasan plan upravljanja i
pracenja aktivnosti u procesima.

Primeri aspekata ulaznih elemenata koje treba razmatrati su:

osposobljenost osoblja;

dokumentacija;

mogucénosti opreme i pracenja i

zdravlje, bezbednost i radna sredina.

Izlazni elementi procesa koji su verifikovani po zahtevima ulaznih elemenata procesa, imaju¢i u vidu
kriterijume prihvatanja, treba da razmatraju potrebe i oCekivanja korisnika i ostalih zainteresovanih strana. Za
potrebe verifikacije izlazne elemente . trebha zapisati-i;vrednovati u odnosu na zahteve ulaznih elemenata i

54



© JUs JUS ISO 9004:2001

7.1.3 Managing processes

7.1.3.1 General

Management should identify processes needed to realize products to satisfy the requirements of customers and
other interested parties. To ensure product realization, consideration should be given to associated support
processes as well as desired outputs, process steps, activities, flows, control measures, training needs, equipment,
methods, information, materials and other resources.

An operating plan should be defined to manage the processes, including

— input and output requirements (for example specifications and resources),

— activities within the processes,

— verification and validation of processes and products,

— analysis of the process including dependability,

— identification, assessment and mitigation of risk,

— corrective and preventive actions,

— opportunities and actions for process improvement, and

— control of changes to processes and products.

Examples of support processes include

— mabnaging information,

— training of people,

— finance-related activities,

— infrastructure and service maintenance,

— application of industrial safety/protective equipment, and

— marketing.

7.1.3.2 Process inputs, outputs and review

The process approach ensures that process inputs are defined and recorded in order to provide a basis for
formulation of requirements to be used for verification and validation of outputs. Inputs can be internal or external to
the organization.

Resolution of ambiguous or conflicting input requirements can involve consultation with the affected internal and
external parties. Input derived from activities not yet fully evaluated should be subject to evaluation through
subsequent review, verification and validation. The organization should identify significant or critical features of
products and processes in order to develop an effective and efficient plan for controlling and monitoring the activities
within its processes.

Examples of input issues to consider include

— competence of people,

— documentation,

— equipment capability and monitoring, and

— health, safety and work environment.

Process outputs that have been verified against process input requirements, including acceptance criteria, should

consider the needs and expectations of customers and other interested parties. For verification purposes, the
outputs should be recorded and evaluated against input requirements and acceptance criteria. This evaluation
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kriterijume prihvatanja. Ovo vrednovanje treba da identifikuje neophodne korektivne mere, preventivhe mere
ili potencijalna poboljSavanja efektivnosti i efikasnosti procesa. Da bi se identifikovale varijacije, verifikacija
proizvoda moze se izvrSiti u toku procesa.

Rukovodstvo organizacije treba da obavlja periodi¢na preispitivanja performansi procesa radi osiguravanja da
je proces uskladen sa operativnim planom. U pitanja ovog preispitivanja spadaju:

— pouzdanost i ponovljivost procesa;

— identifikovanje i spreCavanje potencijalnih neusaglasenosti;

— adekvatnost ulaznih i izlaznih elemenata projektovanja i razvoja;

— uskladenost ulaznih i izlaznih elemenata sa planiranim ciljevima;

— mogucnosti poboljSavanja i

— nereSena pitanja.

ISO 9001:2000, Sistem menadZmenta kvalitetom — Zahtevi
7 Realizacija proizvoda

7.1 Planiranje realizacije proizvoda

Organizacija mora da planira i razvija procese potrebne za realizaciju proizvoda. Planiranje realizacije
proizvoda mora da bude uskladeno sa zahtevima ostalih procesa sistema menadzmenta kvalitetom
(videti 4.1).

Pri

a) ciljeve kvaliteta i zahteve za proizvod;

planiranju procesa realizacije proizvoda organizacija mora da utvrdi, gde je to pogodno, sledece:

b) potrebu za uspostavijanjem procesa, dokumente i da obezbedi posebne resurse koji odgovaraju datom
proizvodu;

c) zahtevane aktivnosti verifikacije, validacije, pracenja, kontrolisanja i ispitivanja, koje su specifiche za
dati proizvod, kao i kriterijume za prihvatanje proizvoda i

d) zapise koji su potrebni da bi se obezbedili dokazi o tome da procesi realizacije i rezultujuéi proizvod
ispunjavaju zahteve (videti 4.2.4).

Izlazni elementi ovog planiranja moraju da budu u formi koja odgovara metodi rada organizacije.

NAPOMENA 1 Dokumenat koji specificira procese sistema menadzmenta kvalitetom (ukljucujuéi procese realizacije

proizvoda) i resurse koje treba koristiti za specifitan proizvod, projekat ili ugovor moze se okvalifikovati kao plan
kvaliteta.

NAPOMENA 2  Organizacija moze, takode, primenjivati zahteve date u 7.3 za razvoj procesa realizacije proizvoda.

7.1.3.3 Validacija i izmene proizvoda i procesa

Rukovodstvo treba da obezbedi da se validacijom proizvoda pokaze da oni zadovoljavaju potrebe i
oCekivanja korisnika i ostalih zainteresovanih strana. Aktivnosti validacije obuhvataju modeliranje, simulaciju i
ispitivanja, kao i preispitivanja u kojima u€estvuju korisnici i ostale zainteresovane strane.

Pitanja koja se razmatraju obuhvataju:

— politiku i cilieve kvaliteta;

— mogucnosti ili kvalifikaciju opreme;

— uslove funkcionisanja proizvoda;

— koris¢enje ili primenu proizvoda;

— odbacivanje proizvoda;

—  Zivotni ciklus proizvoda;

— uticaj proizvoda na zivotnu sredinu i

— uticaj koris¢enja prirodnih resursa, uklju¢uju¢i materijale i energiju.
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should identify necessary corrective actions, preventive actions or potential improvements in the effectiveness and
efficiency of the process. Verification of the product can be carried out in the process in order to identify variation.

The management of the organization should undertake periodic review of process performance to ensure the
process is consistent with the operating plan. Examples of topics for this review include

— reliability and repeatability of the process,

— identification and prevention of potential nonconformities,

— adequacy of design and development inputs and outputs,

— consistency of inputs and outputs with planned objectives,

— potential for improvements, and

— unresolved issues.

1SO 9001:2000, Quality management systems — Requirements

7 Product realization

7.1 Planning of product realization

The organization shall plan and develop the processes needed for product realization. Planning of product
realization shall be consistent with the requirements of the other processes of the quality management system.

In planning product realization, the organization shall determine the following, as appropriate:
a) quality objectives and requirements for the product;
b) the need to establish processes, documents, and provide resources specific to the product;

c) required verification, validation, monitoring, inspection and test activities specific to the product and the criteria
for product acceptance;

d) records needed to provide evidence that the realization processes and resulting product meet requirements.

The output of this planning shall be in a form suitable for the organization's method of operations.

NOTE 1 A document specifying the processes of the quality management system (including the product realization processes)
and the resources to be applied to a specific product, project or contract, can be referred to as a quality plan.

NOTE 2 The organization may also apply the requirements given in 7.3 to the development of product realization processes.

7.1.3.3 Product and process validation and changes

Management should ensure that the validation of products demonstrates that they meet the needs and expectations
of customers and other interested parties. Validation activities include modelling, simulation and trials, as well as
reviews involving customers or other interested parties.

Issues to consider should include

— quality policy and objectives,

— capability or qualification of equipment,

— operating conditions for the product,

— use or application of the product,

— disposal of the product,

— product life cycle,

— environmental impact of the product, and

— impact of the use of natural resources including materials and energy.
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Validaciju procesa treba obavljati u odgovarajué¢im intervalima da bi se osiguralo blagovremeno reagovanje
na izmene koje utiCu na proces. Posebna paznja treba da se posveti validaciji procesa:

— za proizvode velike vrednosti i kritiCne sa stanovista bezbednosti;

kada se nedostaci proizvoda otkrivaju jedino pri koriscenju;

koji se ne mogu ponoviti i

kada verifikacija proizvoda nije mogucéa.

Organizacija treba da primenjuje proces za efektivno i efikasno upravljanje izmenama da bi osigurala da
izmene proizvoda ili procesa koriste organizaciji i zadovoljavaju potrebe i oekivanja zainteresovanih strana.
Izmene treba da se identifikuju, zapiSu, vrednuju, preispituju i da se njima upravlja, kako bi se razumeli
efekti na ostale procese, potrebe i oCekivanja korisnika i ostalih zainteresovanih strana.

Sve izmene u procesu koje utiCu na karakteristike proizvoda treba da se zapiSu i da se saopste, da bi se
odrzavala usaglasenost proizvoda i dobijale informacije za korektivne mere ili poboljSavanje performansi
organizacije. Da bi se odrzavalo upravljanje, treba definisati ovlaS¢enje za iniciranje izmene.

Kada izlazne elemente Cine proizvodi, njih treba validovati posle svake izmene koja je sa njima u vezi, da
bi se obezbedilo da izmena ima zeljeni efekat.

Moze se, takode, razmotriti koriS¢enje tehnika simulacije, da bi se planirale prevencije greSaka ili otkaza u
procesima.

Treba oceniti rizik da bi se ocenila verovatno¢a moguéih greSaka ili otkaza u procesima i njihovih efekata
na te procese. Treba Kkoristiti rezultate da se definiSu i primene preventivne mere, kako bi se smanijili
identifikovani rizici. U primere alata za ocenu rizika spadaju:

— analiza naCina nastajanja i efekata neispravnosti;
— analiza stabla otkaza;

— relacioni dijagrami;

— tehnike simulacije i

— predvidanje pouzdanosti.
7.2 Procesi koji se odnose na zainteresovane strane

Rukovodstvo treba da obezbedi da organizacija ima definisane uzajamno prihvatljive procese za efektivno i
efikasno komuniciranje sa svojim korisnicima i ostalim zainteresovanim stranama. Organizacija treba da
primenjuje i odrzava ovakve procese da bi osigurala adekvatno razumevanje potreba i oc€ekivanja svojih
zainteresovanih strana, kao i da te potrebe i olekivanja prevede u zahteve organizaciji. Tim procesima treba
obuhvatiti identifikaciju i preispitivanje odgovaraju¢ih informacija i u njih aktivho ukljuCiti korisnike i ostale
zainteresovane strane. Primeri informacija iz odgovarajucih procesa su:

— zahtevi korisnika ili ostalih zainteresovanih strana;

— istrazivanje trziSta, uklju€ujuci dobijanje podataka o oblasti i krajnjem korisniku;

— zahtevi ugovora;

— analiza konkurenata;

— poredenje sa konkurentima,

— procesi zbog zahteva propisa i drugih normativnih dokumenata.

Organizacija treba da u potpunosti razume zahteve korisnika ili ostalih zainteresovanih strana koji se odnose

na proces, pre nego $to zapotne sa svojim aktivnostima radi usaglaSavanja. Ovo razumevanje i njegov
uticaj treba da su uzajamno prihvatljivi za sve uCesnike.
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Process validation should be carried out at appropriate intervals to ensure timely reaction to changes impacting the
process. Particular attention should be given to validation of processes

— for high value and safety critical products,
— where deficiency in product will only be apparent in use,
— which cannot be repeated, and

— where verification of product is not possible.

The organization should implement a process for effective and efficient control of changes to ensure that product or
process changes benefit the organization and satisfy the needs and expectations of interested parties. Changes
should be identified, recorded, evaluated, reviewed, and controlled in order to understand the effect on other
processes and the needs and expectations of customers and other interested parties.

Any changes in the process affecting product characteristics should be recorded and communicated in order to
maintain the conformity of the product and provide information for corrective action or performance improvement of
the organization. Authority for initiating change should be defined in order to maintain control.

Outputs in the form of products should be validated after any related change, to ensure that the change has had the
desired effect. '

Use of simulation techniques can also be considered in order to plan for prevention of failures or faults in processes.

Risk assessment should be undertaken to assess the potential for, and the effect of, possible failures or faults in
processes. The results should be used to define and implement preventive actions to mitigate identified risks.
Examples of tools for risk assessment include

— fault modes and effects analysis,
— fault tree analysis,

— relationship diagrams,

— simulation techniques, and

— reliability prediction.

7.2 Processes related to interested parties

Management should ensure that the organization has defined mutually acceptable processes for communicating
effectively and efficiently with its customers and other interested parties. The organization should implement and
maintain such processes to ensure adequate understanding of the needs and expectations of its interested parties,
and for translation into requirements for the organization. These processes should include identification and review
of relevant information and should actively involve customers and other interested parties. Examples of relevant
process information include

— requirements of the customer or other interested parties,

— market research, including sector and end-user data,

— contract requirements,

— competitor analysis,

— benchmarking, and

— processes due to statutory or regulatory requirements.

The organization should have a full understanding of the process requirements of the customer, or other interested

party, before initiating its action to comply. This understanding and its impact should be mutually acceptable to the
participants.
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ISO 9001:2000, Sistem menadZmenta kvalitetom — Zahtevi
7.2 Procesi koji se odnose na korisnike
7.2.1 Utvrdivanje zahteva koji se odnose na proizvod

Organizacija mora da utvrdi:

a) zahteve koje je specificirao korisnik, ukljuujuéi i zahteve za aktivnosti isporuke i aktivnosti posle
isporuke;

b) zahteve koje korisnik nije iskazao, ali koji su neophodni za specificiranu ili nameravanu upotrebu,
kada je poznata;

c) zahteve iz propisa i drugih normativnih dokumenata koji se odnose na proizvod i

d) sve dodatne zahteve koje utvrdi organizacija.
7.2.2 Preispitivanje zahteva koji se odnose na proizvod

Organizacija mora da preispita zahteve koji se odnose na proizvod. Ovo preispitivanje organizacija mora
da izvrSi pre prihvatanja obaveze da proizvod isporuCuje korisniku (npr. dostavljanje ponuda, prihvatanje
ugovora ili narudzbina, prihvatanje izmena u ugovorima ili narudzbinama) i mora da osigura:

a) da zahtevi za proizvod budu definisani;
b) da se razreSe zahtevi iz ugovora ili narudzbine koji se razlikuju od onih koji su prethodno bili iskazani i
c) da organizacija ima mogucnosti da ispuni definisane zahteve.

Moraju se odrzavati zapisi 0 rezultatima ovog preispitivanja i merama koje proistiCu iz preispitivanja
(videti 4.2.4).

Kada korisnik ne obezbedi dokumentovanu izjavu o zahtevu, organizacija mora da potvrdi zahteve
korisnika pre prihvatanja.

Kada dode do izmene zahteva za proizvod, organizacija mora da osigura da odgovaraju¢i dokumenti
budu izmenjeni i da odgovaraju¢e osoblje bude upoznato sa izmenjenim zahtevima.

NAPOMENA U nekim slu¢ajevima, kao $to su prodaja preko Interneta, formalno preispitivanje je neprakti¢no za
svaku narudzbinu. Umesto toga, preispitivanje moze obuhvatiti odgovaraju¢e informacije o proizvodu, kao $to su
katalozi ili propagandni materijal.

7.2.3 Komuniciranje sa korisnicima

Organizacija mora da utvrduje i primenjuje efektivha reSenja za komuniciranje sa korisnicima u vezi sa:
a) informacijama o proizvodu;
b) upitima, ugovorima ili postupanjem sa narudzbinama, ukljuCujuéi i izmene i

¢) povratnim informacijama od korisnika, uklju€ujuéi i njihove zalbe.

7.3 Projektovanje i razvoj
7.3.1 Opsta uputstva

NajviSe rukovodstvo treba da obezbedi da je organizacija definisala, da primenjuje i da odrzava neophodne
procese projektovanja i razvoja, kako bi na efektivan i efikasan nacin odgovorila na potrebe i o€ekivanja
svojih korisnika i ostalih zainteresovanih strana.

Pri projektovanju i razvoju proizvoda i procesa rukovodstvo treba da osigura da je organizacija ne samo
sposobna da uzme u obzir njihove osnovne performanse i funkcije nego i sve Cinioce Kkoji doprinose
zadovoljavanju performansi proizvoda i procesa koje ofekuju Korisnici i ostale zainteresovane strane. Na
primer, organizacija treba da uzme u obzir Zivotni ciklus, bezbednost i zdravlje, mogucnost ispitivanja,
moguénost kori§éenja, prilagodenost korisniku, sigurnost funkcionisanja, trajnost, ergonomiju, Zivotnu sredinu,
odbacivanje proizvoda i identifikovane rizike.
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[1SO 9001:2000, Quality management systems — Requirements

7.2 Customer-related processes
7.2.1 Determination of requirements related to the product

The organization shall determine

a) requirements specified by the customer, including the requirements for delivery and post-delivery activities,
b) requirements not stated by the customer but necessary for specified or intended use, where known,

c) statutory and regulatory requirements related to the product, and

d) any additional requirements determined by the organization.

7.2.2 Review of requirements related to the product

The organization shall review the requirements related to the product. This review shall be conducted prior to the
organization's commitment to supply a product to the customer (e.g. submission of tenders, acceptance of contracts
or orders, acceptance of changes to contracts or orders) and shall ensure that

a) product requirements are defined,
b) contract or order requirements differing from those previously expressed are resolved, and

c) the organization has the ability to meet the defined requirements.
Records of the results of the review and actions arising from the review shall be maintained.

Where the customer provides no documented statement of requirement, the customer requirements shall be
confirmed by the organization before acceptance.

Where product requirements are changed, the organization shall ensure that relevant documents are amended and
that relevant personnel are made aware of the changed requirements.

NOTE In some situations, such as internet sales, a formal review is impractical for each order. Instead the review can cover
relevant product information such as catalogues, or advertising material.

7.2.3 Customer communication

The organization shall determine and implement effective arrangements for communicating with customers in
relation to
a) product information,

b) enquiries, contracts or order handling, including amendments, and

c) customer feedback, including customer complaints.

7.3 Design and development

7.3.1 General guidance

Top management should ensure that the organization has defined, implemented and maintained the necessary
design and development processes to respond effectively and efficiently to the needs and expectations of its
customers and other interested parties.

When designing and developing products or processes, management should ensure that the organization is not only
capable of considering their basic performance and function, but all factors that contribute to meeting the product and
process performance expected by customers and other interested parties. For example, the organization should
consider life cycle, safety and health, testability, usability, user-friendliness, dependability, durability, ergonomics, the
environment, product disposal and identified risks.
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Rukovodstvo je takode odgovorno da obezbedi da budu preduzete mere za identifikaciju i smanjivanje
mogucéeg rizika za korisnike proizvoda i procese organizacije. Treba izvrsiti ocenu rizika da bi se ocenila
verovatno¢a mogucih greSaka i otkaza u proizvodima i procesima, kao i njihovih efekata na proizvode i
procese. Treba iskoristiti rezultate ocene za definisanje i primenu preventivnih mera, da bi se smanijili
identifikovani rizici.

U primere alata za ocenu rizika projektovanja i razvoja spadaju:

— analiza naCina nastajanja i efekata neispravnosti;

— analiza stabla otkaza;

— predvidanje pouzdanosti;

— relacioni dijagrami;

— tehnike rangiranja i

— tehnike simulacije.

ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi
7.3 Projektovanje i razvoj
7.3.1 Planiranje projektovanja i razvoja

Organizacija mora da planira projektovanje i razvoj proizvoda i da njima upravlja.

Za vreme planiranja projektovanja i razvoja organizacija mora da utvrdi:

a) faze projektovanja i razvoja;

b) odgovarajuée aktivnosti preispitivanja, verifikacije i validacije za svaku fazu projektovanja i razvoja i

c) odgovornosti i ovlaS¢enja za projektovanje i razvoj.

Organizacija mora da ostvaruje menadzment vezama izmedu razliCitih grupa koje su ukljuCene u
projektovanje i razvoj, kako bi se obezbedili efektivno komuniciranje i jasna raspodela odgovornosti.

Izlazni elementi planiranja moraju se, gde to ima smisla, azurirati u skladu sa napredovanjem projek-
tovanja i razvoja.

7.3.2 Ulazni i izlazni elementi projektovanja i razvoja

Organizacija treba da identifikuje ulazne elemente procesa koji uticu na projektovanje i razvoj proizvoda i
koji olakSavaju efektivno i efikasno funkcionisanje procesa u cilju zadovoljavanja potreba i oc€ekivanja
korisnika i ostalih zainteresovanih strana. Ove eksterne potrebe i oCekivanja, zajedno sa internim u
organizaciji, treba da budu pogodni za prevodenje u ulazne zahteve procesa projektovanja i razvoja.
Primeri su slededi:
a) eksterni ulazni elementi, kao Sto su:

— potrebe i oCekivanja korisnika i trzista,

— potrebe i oCekivanja ostalih zainteresovanih strana,

— doprinosi isporucilaca,

— ulazni elementi korisnika za ostvarivanje stabilnog projektovanja i razvoja,

— izmene zahteva u odgovaraju¢im propisima i drugim normativnim dokumentima,

— medunarodni i nacionalni standardi,

— granska pravila dobre prakse;
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Management also has the responsibility to ensure that steps are taken to identify and mitigate potential risk to the
users of the products and processes of the organization. Risk assessment should be undertaken to assess the
potential for, and the effect of, possible failures or faults in products or processes. The results of the assessment
should be used to define and implement preventive actions to mitigate the identified risks. Examples of tools for risk
assessment of design and development include

- design fault modes and effects analysis,
— fault tree analysis,

— reliability prediction,

— relationship diagrams,

— ranking techniques, and

— simulation technigues.

ISO 9001:2000, Quality management systems — Requirements

7.3 Design and development

7.3.1 Design and development planning

The organization shall plan and control the design and development of product.

During the design and development planning the organization shall determine
a) the design and development stages,
b) the review, verification and validation that are appropriate to each design and development stage, and

c) the responsibilities and authorities for design and development.

The organization shall manage the interfaces between different groups involved in design and development to
ensure effective communication and clear assignment of responsibility.

Planning output shall be updated, as appropriate, as the design and development progresses.

7.3.2 Design and development input and output

The organization should identify process inputs that affect the design and development of products and facilitate
effective and efficient process performance in order to satisfy the needs and expectations of customers, and those of
other interested parties. These external needs and expectations, coupled with those internal to the organization,
should be suitable for translation into input requirements for the design and development processes.

Examples are as follows:
a) external inputs such as
— customer or marketplace needs and expectations,
— needs and expectation of other interested parties,
— supplier's contributions,
— user input to achieve robust design and development,
— changes in relevant statutory and regulatory requirements,
— international or national standards, and

— industry codes of practice;
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b) interni ulazni elementi, kao $to su:
— politika i ciljevi,
— potrebe i oCekivanja osoblja u organizaciji, ukljuuju¢i ono koje prima izlazne elemente procesa,
— tehnoloski razvoj,
— zahtevi koji se odnose na osposobljenost osoblja koje obavlja projektovanje i razvoj,
— povratne informacije iz prethodnog iskustva,
— zapisi i podaci o postojeéim procesima i proizvodima i
— izlazni elementi ostalih procesa;

c) ulazni elementi koji identifikuju one karakteristike procesa ili proizvoda koje su bitne za bezbedno
funkcionisanje i odrzavanje, kao §to su:

— rad, instalacija/ugradnja i primena,
— skladistenje, rukovanje i isporuka,
—  fiziCki parametri i Zivotna sredina i
— zahtevi za odbacivanje proizvoda.
Mogu biti vazni ulazni elementi koji se odnose na proizvod, koji su zasnovani na oceni potreba i oéekivanja

krajnih korisnika, kao i direktnih korisnika. Ove ulazne elemente treba formulisati na nacin koji omogucava
da se proizvod verifikuje i validuje na efektivan i efikasan nacin.

Izlazni elementi treba da obuhvate informacije koje omogucavaju verifikaciju i validaciju prema planiranim
zahtevima. U primere izlaznih elemenata projektovanja i razvoja spadaju:

— podaci koji pokazuju poredenje ulaznih elemenata procesa sa izlaznim elementima procesa,
— specifikacije proizvoda, ukljuCujuéi kriterijume za prihvatanje,

— specifikacije procesa,

— specifikacije materijala,

— specifikacije ispitivanja,

— zahtevi koji se odnose na obuku,

— informacije korisnicima i potroSagima,

— zahtevi koji se odnose na nabavku i

— izve$taji kvalifikacionih ispitivanja.

Izlazne elemente projektovanja i razvoja treba preispitivati u odnosu na ulazne elemente, da bi se dobili
objektivni dokazi da su izlazni elementi na efektivan i efikasan nacin ispunili zahteve za procese i proizvode.

1ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi
7.3.2 Ulazni elementi projektovanja i razvoja

Moraju se utvrdivati ulazni elementi koji se odnose na zahteve za proizvod i moraju se odrzavati zapisi
(videti 4.2.4). Oni moraju obuhvatiti:

O

a) funkcionalne zahteve i zahteve za performanse;
)

odgovarajuée zahteve iz propisa i drugih normativnih dokumenata;

2}

) gde je primenljivo, informacije dobijene na osnovu prethodnih sli¢nih projekata i
d) ostale zahteve bitne za projektovanje i razvoj.

Mora da se preispituje adekvatnost ovih ulaznih podataka. Zahtevi moraju biti kompletni, nedvosmisleni i
ne smeju biti u suprotnosti jedan sa drugim.
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b) internal inputs such as
— policies and objectives,
— needs and expectations of people in the organization, including those receiving the output of the process,
— technological developments,
— competence requirements for people performing design and development,
— feedback information from past experience,
— records and data on existing processes and products, and
— outputs from other processes;

c) inputs that identify those characteristics of processes or products that are crucial to safe and proper functioning
and maintenance, such as

— operation, installation and application,
— storage, handling and delivery,
— physical parameters and the environment, and
— requirements for disposal of the products.
Product-related inputs based on an appreciation of the needs and expectations of end users, as well as those of the

direct customer, can be important. Such inputs should be formulated in a way that permits the product to be verified
and validated effectively and efficiently.

The output should include information to enable verification and validation to planned requirements. Examples of the
output of design and development include

— data demonstrating the comparison of process inputs to process outputs,
— product specifications, including acceptance criteria,

— process specifications,

— material specifications,

— testing specifications,

— training requirements,

— user and consumer information,

— purchase requirements, and

— reports of qualification tests.

Design and development outputs should be reviewed against inputs to provide objective evidence that outputs have
effectively and efficiently met the requirements for the process and product.

1SO 9001:2000, Quality management systems — Requirements
7.3.2 Design and development inputs

Inputs relating to product requirements shall be determined and records maintained. These shall include
a) functional and performance requirements,

b) applicable statutory and regulatory requirements,

c) where applicable, information derived from previous similar designs, and

d) other requirements essential for design and development.

These inputs shall be reviewed for adequacy. Requirements shall be complete, unambiguous and not in conflict with
each other.
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7.3.3 lzlazni elementi projektovanja i razvoja

Izlazni elementi projektovanja i razvoja moraju da se daju u obliku koji omoguéava verifikaciju u odnosu
na ulazne elemente projektovanja i razvoja i moraju se odobriti pre pustanja u upotrebu.

Izlazni elementi projektovanja i razvoja moraju da:
a) ispune ulazne zahteve projektovanja i razvoja;
b) obezbede odgovarajuc¢e informacije za nabavku, proizvodnju i pruzanje usluga;

c) sadrze ili se pozivaju na kriterijume prihvatanja proizvoda i

d) specificiraju karakteristike proizvoda bitne za njegovo bezbedno i pravilno kori§éenje.

7.3.3 Preispitivanje projektovanja i razvoja
Najvise rukovodstvo treba da obezbedi da bude odredeno odgovarajuc¢e osoblje koje ¢e organizovati i voditi

sistematska preispitivanja radi utvrdivanja da se ostvaruju cilijevi projektovanja i razvoja. Ta preispitivanja
mogu se obavljati na odabranim tatkama procesa projektovanja i razvoja, kao i pri njegovom zavrSetku.

U primere sadrzaja preispitivanja spadaju:

adekvatnost ulaznih elemenata za izvrSenje zadataka projektovanja i razvoja;

— napredovanje planiranog procesa projektovanja i razvoja;

— ostvarivanje ciljeva verifikacije i validacije;

— vrednovanje potencijalnih opasnosti ili mogucnosti otkaza pri koriS¢enju proizvoda;
— podaci zivotnog ciklusa o funkcionisanju proizvoda;

— upravljanje izmenama i njihov uticaj u toku procesa projektovanja i razvoja;

— identifikacija i reSavanje problema;

— mogucnosti poboljSavanja procesa projektovanja i razvoja i

— mogudi uticaj proizvoda na Zzivotnu sredinu.

U pogodnim fazama organizacija treba takode da preduzme preispitivanja izlaznih elemenata projektovanja i
razvoja, kao i procesa, da bi zadovoljila potrebe i oCekivanja korisnika i osoblja u organizaciji koje prima
izlazne elemente procesa. Treba takode uzeti u obzir i potrebe i ofekivanja ostalih zainteresovanih strana.

Primeri verifikacionih aktivnosti za izlazne elemente projektovanja i razvoja su:

poredenja zahteva za ulazne elemente sa izlaznim elementima procesa;

— primena komparativnih metoda, kao $to su alternativni proracuni u projektovanju i razvoju;
— vrednovanje prema sli¢nim projektima;

— testiranja, simulacije ili ispitivanja da bi se proverila uskladenost sa specificnim zahtevima i

— vrednovanje u odnosu na steéeno znanje iz proteklog iskustva, kao $to je ono o neusaglasenostima i
nedostacima.

Validacija izlaznih elemenata procesa projektovanja i razvoja vazna je za uspeSan prijem i koriS§éenje od
strane korisnika, isporuCilaca, osoblja u organizaciji i ostalih zainteresovanih strana.
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[7.3.3 Design and development outputs

The outputs of design and development shall be provided in a form that enables verification against the design and
development input and shall be approved prior to release.

Design and development outputs shall

a) meet the input requirements for design and development,

b) provide appropriate information for purchasing, production and for service provision,

c) contain or reference product acceptance criteria, and

d) specify the characteristics of the product that are essential for its safe and proper use.

7.3.3 Design and development review

Top management should ensure that appropriate people are assigned to manage and conduct systematic reviews to
determine that design and development objectives are achieved. These reviews may be conducted at selected points
in the design and development process as well as at completion.

Examples of topics for such reviews include

— adequacy of input to perform the design and development tasks,

— progress of the planned design and development process,

— meeting verification and validation goals,

— evaluation of potential hazards or fault modes in product use,

— life-cycle data on performance of the product,

— control of changes and their effect during the design and development process,
— identification and correction of problems,

— opportunities for design and development process improvement, and

— potential impact of the product on the environment.

At suitable stages, the organization should also undertake reviews of design and development outputs, as well as the
processes, in order to satisfy the needs and expectations of customers and people within the organization who
receive the process output. Consideration should also be given to the needs and expectations of other interested
parties.

Examples of verification activities for output of the design and development process include
— comparisons of input requirements with the output of the process,

— comparative methods, such as alternative design and development calculations,

—- evaluation against similar products,

— testing, simulations or trials to check compliance with specific input requirements, and

— evaluation against lessons learned from past process experience, such as nonconformities and deficiencies.

Validation of the output of the design and development processes is important for the successful reception and use
by customers, suppliers, people in the organization and other interested parties.
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UceSée zainteresovanih strana omogucava aktuelnim Kkorisnicima da vrednuju izlazne elemente na nacine
kao Sto su:

validacija tehniCkih projekata pre izrade, instaliranja ili primene;
validacija izlaza softvera pre instaliranja ili kori¢enja i

validacija usluga pre Siroke primene.

Moze biti neophodna parcijalna validacija izlaznih elemenata projektovanja i razvoja, da bi se steklo

p

overenje u njihovu buduéu primenu.

Kroz procese verifikacije i validacije treba generisati dovoljno podataka da se omoguci preispitivanje metoda

odluka koje se odnose na projektovanje i razvoj. Preispitivanje metoda treba da obuhvati:
poboljSavanje procesa i proizvoda;
mogucnost koriSéenja izlaznih elemenata;
adekvatnost zapisa o procesima i preispitivanjima;
aktivnosti istrazivanja otkaza i

buduée potrebe procesa projektovanja i razvoja.

ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi
7.3.4 Preispitivanje projektovanja i razvoja

U odgovaraju¢im fazama mora da se obavlja sistematsko preispitivanje projektovanja i razvoja, u skladu
sa planiranim postavkama (videti 7.3.1), da bi se:

a) vrednovala mogucnost rezultata projektovanja i razvoja da ispunjavaju zahteve i
b) identifikovali svi problemi i predlozile mere neophodne za njihovo reSavanje.

Medu ucesnicima takvih preispitivanja moraju da budu predstavnici funkcija koji se bave fazama
projektovanja i razvoja koje se preispituju. Moraju se odrzavati zapisi o0 preispitivanju i 0 svim neophodnim
merama (videti 4.2.4).

7.3.5 \Verifikacija projektovanja i razvoja

Verifikacija mora da se obavlja u skladu sa planiranim postavkama (videti 7.3.1), kako bi se obezbedilo
da izlazni elementi projektovanja i razvoja ispunjavaju ulazne elemente projektovanja i razvoja. Moraju se
odrzavati zapisi o verifikaciji i o svim neophodnim merama (videti 4.2.4).

7.3.6 Validacija projektovanja i razvoja

Validacija projektovanja i razvoja mora da se obavi u skladu sa planiranim postavkama (videti 7.3.1), da
bi se obezbedilo da rezultujuéi proizvod moze da ispuni zahteve za specificiranu ili nameravanu upotrebu
ili primenu, kada je ona poznata. Kada je to izvodljivo, validacija mora da se obavi pre isporuke ili
primene proizvoda. Moraju se odrzavati zapisi o rezultatima validacije i o svim neophodnim merama
(videti 4.2.4).

7.3.7 Upravljanje izmenama projektovanja i razvoja

Izmene u projektovanju i razvoju moraju da se identifikuju, a zapisi o njima da se odrzavaju. Te izmene
moraju da se preispituju, verifikuju i validiraju, gde je to primenljivo, i odobre pre primene. Preispitivanje
izmena projektovanja i razvoja mora da obuhvata i vrednovanje uticaja izmena na sastavne delove i

isporuceni proizvod.

Moraju se odrzavati zapisi 0 rezultatima preispitivanja izmena i o svim neophodnim merama (videti 4.2.4).
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Participation by the affected parties permits the actual users to evaluate the output by such means as
— validation of engineering designs prior to construction, installation or application,

— validation of software outputs prior to instailation or use, and

— validation of services prior to widespread introduction.

Partial validation of the design and development outputs may be necessary to provide confidence in their future
application.

Sufficient data should be generated through verification and validation activities to enable design and development
methods and decisions to be reviewed. The review of methods should include

— process and product improvement,

— usability of output,

— adequacy of process and review records,

— failure investigation activities, and

— future design and development process needs.

[IS0 9001:2000, Quality management systems — Requirements
7.3.4 Design and development review

At suitable stages, systematic reviews of design and development shall be performed in accordance with planned
arrangements

a) to evaluate the ability of the results of design and development to meet requirements, and
b) to identify any problems and propose necessary actions.

Participants in such reviews shall include representatives of functions concerned with the design and development
stage(s) being reviewed. Records of the results of the reviews and any necessary actions shall be maintained.

7.3.5 Design and development verification

Verification shall be performed in accordance with planned arrangements to ensure that the design and
development outputs have met the design and development input requirements. Records of the results of the
verification and any necessary actions shall be maintained.

7.3.6 Design and development validation

Design and development validation shall be performed in accordance with planned arrangements to ensure that the
resulting product is capable of meeting the requirements for the specified application or intended use, when known.
Wherever practicable, validation shall be completed prior to the delivery or implementation of the product. Records
of the results of validation and any necessary actions shall be maintained.

7.3.7 Control of design and development changes

Design and development changes shall be identified and records maintained. The changes shall be reviewed,
verified and validated, as appropriate, and approved before implementation. The review of design and development
changes shall include evaluation of the effect of the changes on constituent parts and product already delivered.

Records of the results of the review of changes and any necessary actions shall be maintained.
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7.4 Nabavka
7.4.1 Proces nabavke

NajviSe rukovodstvo organizacije treba da osigura da se definiSu i primenjuju efektivni i efikasni procesi za
vrednovanje proizvoda koji se nabavljaju i za upravljanje tim procesima, kako bi proizvodi koji se nabavljaju
zadovoljavali potrebe i oekivanja organizacije, kao i potrebe i oekivanja zainteresovanih strana.

Treba razmotriti koriS¢enje elektronskog povezivanja sa isporuciocima, da bi se optimiziralo saopstavanje
zahteva.

Da bi se obezbedilo efektivno i efikasno funkcionisanje organizacije, rukovodstvo treba da osigura da proces
nabavke uzme u obzir sledece aktivnosti:

— blagovremeno, efektivno i tatno identifikovanje potreba i specifikacija proizvoda koji se nabavljaju;

— vrednovanje troSkova proizvoda koji se nabavljaju, uzimaju¢i u obzir performanse, cenu i isporuku
proizvoda;

— potrebe i kriterijume organizacije za verifikovanje proizvoda koji se nabavljaju;

— procese jednokratne isporuke;

— razmatranje tehni¢kih poslova ugovora, i za postavke isporudilaca i za postavke partnera;
— garancijsku zamenu neusaglasenih proizvoda;

— logistiCke zahteve;

— identifikaciju proizvoda i sledljivost;

— octuvanje proizvoda;

— dokumentaciju, ukljuujuci zapise;

— upravljanje nabavljenim proizvodom koji odstupa od zahteva;

— pristup prostorima isporucilaca;

— istorijat isporuke, instaliranja ili primene proizvoda;

— razvoj isporugilaca;

— identifikaciju i smanjivanje rizika koji su povezani sa proizvodom koji se nabavlja.

Da bi se iskoristilo raspolozivo znanje isporucilaca, sa njima treba razraditi zahteve za specifikacije njihovih
procesa i proizvoda. Organizacija takode moze ukljuéiti isporuioce u proces nabavke u vezi sa njihovim
proizvodima, kako bi se poboljSala efektivnost i efikasnost procesa nabavke u organizaciji. Ovo takode moze
pomodi organizaciji u njenom upravljanju skladistem i njegovom raspoloZzivoSéu.

Organizacija treba da definiSe potrebu za zapisima o verifikaciji proizvoda koji se nabavljaju, o komuniciranju
i 0 odgovoru na neusaglaSenosti, da bi se demonstrirala njena usaglaSenost sa specifikacijom.

7.4.2 Proces upravljanja isporuciocima

Organizacija treba da uspostavi efektivne i efikasne procese za identifikovanje mogucih izvora materijala koji
se nabavljaju, razvoj postojec¢ih isporulilaca ili partnera, kao i za vrednovanje njihovih sposobnosti da
isporu¢uju zahtevane proizvode, da bi se obezbedila efektivnost i efikasnost sveukupnih procesa nabavke.

U primere ulaznih elemenata procesa upravljanja isporu€iocima spadaju:
— vrednovanje odgovarajuceg iskustva;
— performanse isporucilaca u odnosu na one koje imaju konkurenti;

— preispitivanje kvaliteta proizvoda koji se nabavlja, njegove cene, performanse isporuke i odgovora na
probleme;

— provere sistema menadzmenta isporucilaca i vrednovanje njihovih potencijalnih sposobnosti da isporu€uju
zahtevane proizvode efektivno i efikasno i u okviru utvrdene dinamike;
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7.4 Purchasing

7.4.1 Purchasing process

Top management of the organization should ensure that effective and efficient purchasing processes are defined and
implemented for the evaluation and control of purchased products, in order that purchased products satisfy the
organization's needs and requirements, as well as those of interested parties.

Use of electronic linkage with suppliers should be considered in order to optimize communication of requirements.
To ensure the effective and efficient performance of the organization, management should ensure that purchasing
processes consider the following activities:

— timely, effective and accurate identification of needs and purchased product specifications;

— evaluation of the cost of purchased product, taking account of product performance, price and delivery;

— the organization's need and criteria for verifying purchased products;

— unique supplier processes;

— consideration of contract administration, for both supplier and partner arrangements;

— warranty replacémem for nonconforming purchased products;

— logistic requirements;

— product identification and traceability;

— preservation of product;

— documentation, including records;

— control of purchased product which deviates from requirements;

— access to suppliers' premises;

— product delivery, installation or application history;

— supplier development;

— identification and mitigation of risks associated with the purchased product.

Requirements for suppliers' processes and product specifications should be developed with suppliers in order to
benefit from available supplier knowledge. The organization could ailso involve suppliers in the purchasing process in

relation to their products in order to improve the effectiveness and efficiency of the organization's purchasing
process. This could also assist the organization in its control and availability of inventory.

The organization should define the need for records of purchased product verification, communication and response
to nonconformities in order to demonstrate its own conformity to specification.

7.4.2 Supplier control process

The organization should establish effective and efficient processes to identify potential sources for purchased
materials, to develop existing suppliers or partners, and to evaluate their ability to supply the required products in
order to ensure the effectiveness and efficiency of overall purchasing processes.

Examples of inputs to the supplier control process include

— evaluation of relevant experience,

— performance of suppliers against competitors,

— review of purchased product quality, price, delivery performance and response to problems,

— audits of supplier management systems and evaluation of their potential capability to provide the required
products effectively and efficiently and within schedule,
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— provera referenci isporucilaca i raspolozivih podataka o zadovoljenju korisnika;

— ocena finansijske situacije da bi se steklo poverenje u poslovnu sposobnost isporu€ioca tokom celog
predvidenog perioda isporuke i saradnje;

— odgovor isporucioca na upite, cene i ponude;

— sposobnost servisiranja, instaliranja i podrSke, kao i postoje¢i podaci o performansama u odnosu na
zahteve;

— poznavanje odgovaraju¢ih zahteva iz propisa i drugih normativnih dokumenata od strane isporucioca i
njegova usaglasSenost sa njima;

— logistiCke sposobnosti isporucioca, ukljuCujuéi smestaj i resurse i

— mesto i uloga isporuCioca u zajednici, kao i druStveni ugled.

Rukovodstvo treba da razmatra mere koje su potrebne da se odrzavaju performanse organizacije i da se
zadovoljavaju zainteresovane strane u sluc¢aju greSke isporucioca.

ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi

7.4 Nabavka
7.41 Proces nabavke

Organizacija mora da osigura da nabavljeni proizvod bude usaglaSen sa specificiranim zahtevima
nabavke. Vrsta i obim upravljanja koje se primenjuje na isporucioca i na proizvod koji se nabavlja moraju
da zavise od uticaja tog proizvoda na naknadnu realizaciju proizvoda ili na krajnji proizvod.

Organizacija mora da vrednuje i bira isporu€ioce na osnovu njihove sposobnosti da isporu€uju proizvod u
skladu sa zahtevima organizacije. Moraju se ustanoviti kriterijumi za izbor, vrednovanje i ponovno
vrednovanje. Moraju se odrzavati zapisi o rezultatima vrednovanja i o svim neophodnim merama koje
proistiCu iz tog vrednovanja (videti 4.2.4).

7.4.2 Informacije o nabavci

Informacije o nabavci moraju imati opis proizvoda koji se nabavlja, ukljuéujuéi, gde to ima smisla:
a) zahteve za odobravanje proizvoda, postupaka, procesa i opreme;
b) zahteve za kvalifikacije osoblja i

c) zahteve za sistem menadzmenta kvalitetom.

Organizacija mora da obezbedi adekvatnost specificiraninh zahteva o nabavci pre njihovog saopstavanja
isporuciocu.

7.4.3 \Verifikacija proizvoda koji se nabavlja

Organizacija mora da uspostavi i primenjuje kontrolisanje ili druge potrebne aktivnosti, radi obezbedenja
da nabavljeni proizvod ispunjava specificirane zahteve nabavke.

U slucaju kada organizacija ili njen korisnik nameravaju da izvrSe verifikaciju u prostoru isporucioca,
organizacija mora da navede planirane verifikacione postavke i metod odobravanja za proizvod u
dokumentima nabavke.
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— checking supplier references and available data on customer satisfaction,

— financial assessment to assure the viability of the supplier throughout the intended period of supply and
cooperation,

— supplier response to inquiries, quotations and tendering,

— supplier service, installation and support capability and history of performance to requirements,
— supplier awareness of and compliance with relevant statutory and regulatory requirements,

— the supplier's logistic capability including locations and resources, and

— the supplier's standing and role in the community, as well as perception in society.

Management should consider actions needed to maintain the organization's performance and to satisfy interested
parties in the event of supplier failure.

ISO 9001:2000, Quality management systems — Requirements
7.4 Purchasing

7.4.1 Purchasing process

The organization shall ensure that purchased product conforms to specified purchase requirements. The type and
extent of contro! applied to the supplier and the purchased product shall be dependent upon the effect of the
purchased product on subsequent product realization or the final product.
The organization shall evaluate and select suppliers based on their ability to supply product in accordance with the
organization's requirements. Criteria for selection, evaluation and re-evaluation shall be established. Records of the
results of evaluations and any necessary actions arising from the evaluation shall be maintained.

7.4.2 Purchasing information

Purchasing information shall describe the product to be purchased, including where appropriate
a) requirements for approval of product, procedures, processes and equipment,
b) requirements for qualification of personnel, and

c) quality management system requirements.

The organization shall ensure the adequacy of specified purchase requirements prior to their communication to the
supplier.

7.4.3 Verification of purchased product

The organization shall establish and implement the inspection or other activities necessary for ensuring that
purchased product meets specified purchase requirements.

Where the organization or its customer intends to perform verification at the supplier's premises, the organization
shall state the intended verification arrangements and method of product release in the purchasing information.
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7.5 Proizvodnja i servisiranje
7.5.1 Operacije i realizacija

NajviSe rukovodstvo ne treba da se zadrzi samo na upravljanju procesima realizacije da bi se ostvarila
usaglaSenost sa zahtevima i obezbedile koristi zainteresovanim stranama, ve¢ treba da preduzima dalje
korake unapredivanja. To se moze posti¢i poboljSavanjem efektivnosti i efikasnosti procesa realizacije i
pripadajuc¢ih procesa podrSske kao, na primer:

— smanjivanjem gubitaka;

— obukom osoblja;

— komuniciranjem i zapisivanjem informacija;

— razvijanjem sposobnosti isporucilaca;

— poboljSavanjem infrastrukture;

— prevencijom problema;

— procesnim metodama i produktivno$¢u procesa i

— metodama praéenja.

ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi
7.5 Proizvodnja i servisiranje
7.5.1 Upravljanje proizvodnjom i servisiranjem

Organizacija mora da planira i obavlja proizvodnju i servisiranje u uslovima kojima upravlja. Uslovi kojima
se upravlja moraju da obuhvate, gde je to moguce:

a) raspolozivost informacija koje opisuju karakteristike proizvoda;

b) raspolozivost radnih uputstava, gde je to neophodno;

c) koriSéenje odgovarajuce opreme;

d) raspolozivost i koriS¢éenje opreme za praéenje i merenje;
e) ostvarivanje praéenja i merenja i

f) obavljanje aktivnosti pustanja, isporuke i aktivnosti posle isporuke.

7.5.2 Validacija procesa proizvodnje i servisiranja

Organizacija mora da izvrSi validaciju svih procesa za proizvodnju i servisiranje Ciji rezultujuéi izlazni
elementi ne mogu biti verifikovani naknadnim pracenjem ili merenjem. To ukljuCuje sve procese kod kojih
nedostaci postaju vidljivi tek posle upotrebe proizvoda ili posle servisiranja.

Validacija mora pokazati sposobnost ovih procesa da postizu planirane rezultate.

Organizacija mora da utvrdi postavke za ove procese, uklju€ujuci, gde je to moguce:

a) definisane kriterijume za preispitivanje i odobrenje procesa;

b) odobrenje opreme i kvalifikacije osoblja;
c) koriséenje posebnih metoda i procedura;
d) zahteve za zapise (videti 4.2.4) i

e) ponovnu validaciju.
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7.5 Production and service operations

7.5.1 Operation and realization

Top management should go beyond control of the realization processes in order to achieve both compliance with
requirements and provide benefits to interested parties. This may be achieved through improving the effectiveness
and efficiency of the realization processes and associated support processes, such as

— reducing waste,

— training of people,

— communicating and recording information,

— developing supplier capability,

— improving infrastructure,

— preventing problems,

— processing methods and process yield, and

— methods of monitoring.

1ISO 9001:2000, Quality management systems — Requirements

7.5 Production and service provision

7.5.1 Control of production and service provision

The organization shall plan and carry out production and service provision under controlled conditions. Controlled
conditions shall include, as applicable

a) the availability of information that describes the characteristics of the product,

b) the availability of work instructions, as necessary,

c) the use of suitable equipment,

d) the availability and use of monitoring and measuring devices,

e) the implementation of monitoring and measurement, and

f) the implementation of release, delivery and post-delivery activities.
7.5.2 Validation of processes for production and service provision

The organization shall validate any processes for production and service provision where the resulting output
cannot be verified by subsequent monitoring or measurement. This includes any processes where deficiencies
become apparent only after the product is in use or the service has been delivered.

Validation shall demonstrate the ability of these processes to achieve planned results.

The organization shall establish arrangements for these processes including, as applicable
a) defined criteria for review and approval of the processes,

b) approval of equipment and qualification of personnel,

c) use of specific methods and procedures,

d) requirements for records, and

e) revalidation.
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7.5.2 Identifikacija i sledljivost

Organizacija moze uspostaviti proces za identifikaciju i sledljivost, koji €ine dalje korake u odnosu na
zahteve, radi prikupljanja podataka koji se mogu koristiti za poboljSavanje.

Potreba za identifikacijom i sledljivos¢u moze proizaéi iz:

statusa proizvoda, uklju€ujuci sastavne delove;

statusa i sposobnosti procesa;

— podataka o uporedivanju performansi sa konkurencijom, kao $to je marketing;
— ugovornih zahteva, kao $to su sposobnost povlatenja isporu¢enog proizvoda;
— odgovarajuc¢ih zahteva iz propisa i drugih normativnih dokumenata;

— predvidenog koriSéenja ili primene;

— opasnih materijala i

— smanijivanja identifikovanih rizika.

ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi
7.5.3 Identifikacija i sledljivost

Tamo gde to ima smisla, organizacija mora identifikovati proizvod na odgovaraju¢i nacin kroz celokupnu
realizaciju proizvoda.

Organizacija mora identifikovati status proizvoda u odnosu na zahteve pracenja i merenja.

Tamo gde sledljivost predstavlja zahtev, organizacija mora upravljati jedinstvenom identifikacijom proizvoda
i 0 njoj voditi zapise (videti 4.2.4).

NAPOMENA U nekim industrijskim oblastima menadzment konfiguracijama predstavlja nacin pomoéu kojeg se
odrzavaju identifikacija i sledljivost.

7.5.3 Imovina korisnika

Organizacija treba da identifikuje odgovornosti u vezi sa imovinom i drugim dobrima koje poseduju Korisnici i
ostale zainteresovane strane, a kojima organizacija upravlja, radi oCuvanja vrednosti te imovine.

Primeri takve imovine su:

— sastojci ili sastavni delovi koji se isporu¢uju za ugradnju u proizvod;

— proizvod Kkoji je isporucen za popravku, odrzavanije ili poboljSavanje;

— materijali za pakovanje koje je direktno isporucio korisnik;

— materijali korisnika kojima se rukuje u operacijama servisiranja, kao §to je skladistenje;

— usluga pruzena u ime korisnika, kao 8to je prevoz imovine korisnika do tre¢e strane i

— intelektualna svojina korisnika, ukljuCujuéi specifikacije, crteze i poverljive informacije.

ISO 9001:2000, Sistem menadzZmenta kvalitetom — Zahtevi
7.5.4 Imovina korisnika

Organizacija mora pazljivo da postupa sa imovinom korisnika dok njome upravlja ili je koristi. Organizacija
mora da identifikuje, verifikuje, zastiti i obezbedi imovinu korisnika koja je data za kori§éenje ili ugradnju u
proizvod. Ako se bilo koja imovina korisnika izgubi, oSteti ili ako se na neki drugi nadin utvrdi da je
nepogodna za koriS¢enje, o tome mora da se obavesti korisnik i da se o tome odrzavaju zapisi
(videti 4.2.4).

NAPOMENA Imovina korisnika moze da obuhvati intelektualnu svojinu.
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7.5.2 lIdentification and traceability

The organization can establish a process for identification and traceability that goes beyond the requirements in
order to collect data which can be used for improvement.

The need for identification and traceability may arise from
— status of products, including component parts,

— status and capability of processes,

— benchmarking performance data, such as marketing,
— contract requirements, such as product recall capability,
— relevant statutory and regulatory requirements,

— intended use or application,

— hazardous materials, and

— mitigation of identified risks.

ISO 9001:2000, Quality management systems — Requirements

7.5.3 Identification and traceability

Where appropriate, the organization shall identify the product by suitable means throughout product realization.
The organization shall identify the product status with respect to monitoring and measurement requirements.

Where traceability is a requirement, the organization shall control and record the unique identification of the product.

NOTE In some industry sectors, configuration management is a means by which identification and traceability are maintained.

7.5.3 Customer property

The organization should identify responsibilities in relation to property and other assets owned by customers and
other interested parties and under the control of the organization, in order to protect the value of the property.
Examples of such property are

— ingredients or components supplied for inclusion in a product,

— product supplied for repair, maintenance or upgrading,

— packaging materials supplied directly by the customer,

— customer materials handled by service operations such as storage,

— services supplied on behalf of the customer, such as transport of customer property to a third party, and

— customer intellectual property, including specifications, drawings and proprietary information.

ISO 9001:2000, Quality management systems — Requirements

7.5.4 Customer property

The organization shall exercise care with customer property while it is under the organization's control or being used
by the organization. The organization shall identify, verify, protect and safeguard customer property provided for use
or incorporation into the product. If any customer property is lost, damaged or otherwise found to be unsuitable for
use, this shall be reported to the customer and records maintained.

NOTE Customer property can include intellectual property.

77



JUS ISO 9004:2001 © JUs

7.5.4 Ocuvanje proizvoda

Rukovodstvo treba da definiSe i primenjuje procese za rukovanje, pakovanje, skladiStenje, Guvanje i isporuku
proizvoda, da sprei osteéenja, pogorSavanja ili pogreSnu upotrebu pri internim procesima i konacnoj
isporuci proizvoda. Rukovodstvo treba da ukljuci isporu€ioce i partnere u definisanje i primenu efektivnih i
efikasnih procesa za zastitu materijala koji se nabavljaju.

Rukovodstvo treba da razmotri potrebu za svim posebnim zahtevima koji proistiCu iz prirode proizvoda.
Posebni zahtevi mogu biti u vezi sa softverom, elektronskim medijumima, opasnim materijalima, proizvodima
koji zahtevaju posebno osoblje za servisiranje, ugradnju ili primenu, kao i sa materijalima koji su unikatni ili
nezamenljivi.

Rukovodstvo treba da identifikuje resurse koji su potrebni za odrzavanje proizvoda tokom celog njegovog
zivotnog ciklusa, da bi se spreCilo osteivanje, pogorSavanje ili pogreSna upotreba. Zainteresovanim
uklju¢enim stranama organizacija treba da dostavlja informacije o resursima i metodama koje su potrebne za
oCuvanje predvidenog koriS¢enja proizvoda u toku celog njegovog zivotnog ciklusa.

ISO 9001:2000, Sistem menadZmenta kvalitetom — Zahtevi
7.5.5 Ocuvanje proizvoda
Organizacija mora da saCuva usaglaSenost proizvoda u toku realizacije internih procesa i isporuke do

planiranog odredista. Ovo Cuvanje mora da obuhvati identifikaciju, rukovanje, pakovanje, skladistenje i
zastitu. Cuvanje se mora takode primeniti i na sastavne delove proizvoda.

7.6 Upravljanje uredajima za merenje i prac¢enje

Rukovodstvo treba da definiSe i primenjuje efektivne i efikasne procese merenja i prac¢enja, ukljucujuci
metode i uredaje za verifikaciju i validaciju proizvoda i procesa, kako bi se obezbedilo zadovoljenje korisnika
i ostalih zainteresovanih strana. U te procese spadaju anketiranja, simulacije i ostale aktivhosti merenja i
pracenja.

Da bi se imalo poverenje u podatke, procesi merenja i praéenja treba da obuhvate potvrdivanje da su
uredaji spremni za koriS¢enje i da se odrzavaju tako da poseduju odgovarajuéu tacnost, kao i da su
uskladeni prema priznatim etalonima i naginu za identifikovanje statusa uredaja.

Organizacija treba da razmotri nacine eliminisanja potencijalnin greSaka u procesu, kao $to je "laicka
provera", za verifikaciju izlaznih elemenata procesa, u cilju smanjivanja potrebe za upravljanjem uredajima
za merenje i pracenje na najmanju meru i u cilju dodavanja vrednosti za zainteresovane strane.

ISO 9001:2000, Sistem menadZmenta kvalitetom — Zahtevi
7.6 Upravljanje uredajima za praéenje i merenje

Organizacija mora da utvrdi koja pracenja i merenja moraju da se sprovode, kao i koji su uredaji za
pracenje i merenje neophodni da bi se obezbedio dokaz o usaglaSenosti proizvoda sa odredenim
zahtevima (videti 7.2.1).

Organizacija mora da utvrdi procese koji obezbeduju da pracenje i merenje mogu da se izvrSe i da se
izvr8avaju na nacin koji je uskladen sa zahtevima za pracenje i merenje.

Gde god je potrebno osigurati validne rezultate, oprema za merenje mora se:

a) etalonirati ili verifikovati u specificiranim intervalima, ili pre upotrebe, etalonima sledljivim do
medunarodnih ili nacionalnih etalona. Ako takvi etaloni ne postoje, mora se zapisati osnova koja se
koristi za etaloniranje ili verifikaciju;

b) podeSavati ili ponovo podeSavati ako je potrebno;

c) identifikovati, da bi se omoguéilo da se odredi status etaloniranja;

d) =zastititi od podeSavanja koja bi rezultat merenja ucinila pogreSnim i

e) zastititi od oStecenja ili kvara u toku rukovanja, odrzavanja i skladitenja.
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7.5.4 Preservation of product

Management should define and implement processes for handling, packaging, storage, preservation and delivery of
product that prevent damage, deterioration or misuse during internal processing and final delivery of the product.
Management should involve suppliers and partners in defining and implementing effective and efficient processes to
protect purchased material.

Management should consider the need for any special requirements arising from the nature of the product. Special
requirements can be associated with software, electronic media, hazardous materials, products requiring special
people for service, installation or application, and products or materials that are unique or irreplaceable.

Management should identify resources needed to maintain the product throughout its life cycle to prevent damage,
deterioration or misuse. The organization should communicate information to the interested parties involved about
the resources and methods needed to preserve the intended use of the product throughout its life cycle.

ISO 9001:2000, Quality management systems — Requirements
7.5.5 Preservation of product
The organization shall preserve the conformity of product during internal processing and delivery to the intended

destination. This preservation shall include identification, handling, packaging, storage and protection. Preservation
shall also apply to the constituent parts of a product.

7.6 Control of measuring and monitoring devices

Management should define and implement effective and efficient measuring and monitoring processes, including
methods and devices for verification and validation of products and processes to ensure the satisfaction of customers
and other interested parties. These processes include surveys, simulations, and other measurement and monitoring
activities.

In order to provide confidence in data, the measuring and monitoring processes should include confirmation that the
devices are fit for use and are maintained to suitable accuracy and accepted standards, as well as a means of
identifying the status of the devices.

The organization should consider means to eliminate potential errors from processes, such as “fool-proofing", for
verification of process outputs in order to minimize the need for control of measuring and monitoring devices, and to
add value for interested parties.

ISO 9001:2000, Quality management systems — Requirements
7.6 Control of monitoring and measuring devices

The organization shall determine the monitoring and measurement to be undertaken and the monitoring and
measuring devices needed to provide evidence of conformity of product to determined requirements.

The organization shall establish processes to ensure that monitoring and measurement can be carried out and are
carried out in a manner that is consistent with the monitoring and measurement requirements.
Where necessary to ensure valid results, measuring equipment shall

a) be calibrated or verified at specified intervals or prior to use, against measurement standards traceable to
international or national measurement standards; where no such standards exist, the basis used for calibration
or verification shall be recorded;

b) be adjusted or re-adjusted as necessary;
c) be identified to enable calibration status to be determined;

d) be safeguarded from adjustments that would invalidate the measurement result;

e) be protected from damage and deterioration during handling, maintenance and storage.
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Uz to, organizacija mora da oceni i zapiSe validnost prethodnih rezultata merenja kada se utvrdi da
oprema nije usaglaSena sa zahtevima. Organizacija mora da preduzme odgovarajuce mere za tu opremu
i za proizvod na koji je to imalo uticaja. Moraju se odrzavati zapisi o rezultatima etaloniranja i verifikacije
(videti 4.2.4).

Kada se koristi za pracenje i merenje specificiranih zahteva, mora se potvrditi sposobnost raCunarskog
softvera da zadovolji planiranu primenu. To se mora uciniti pre pocetne upotrebe i ponovo potvrditi ako je
potrebno.

NAPOMENA Za uputstva videti ISO 10012-1 i ISO 10012-2.

8 Merenje, analize i poboljSavanja

8.1 Opste uputstvo

8.1.1 Uvod

Merni podaci su vazni za donoSenje odluka koje su zasnovane na Cinjenicama. NajviSe rukovodstvo treba
da obezbedi efektivha i efikasna merenja, prikupljanje i validaciju podataka, da bi osiguralo performanse

organizacije i zadovoljenje zainteresovanih strana. Ovo treba da obuhvati i preispitivanje validnosti i svrhe
merenja, kao i predvidenog koriS¢enja podataka, da bi se osigurala dodatna vrednost za organizaciju.

Primeri merenja performansi procesa organizacije obuhvataju:

merenje i vrednovanje njenih proizvoda;

sposobnosti procesa;

ostvarivanje ciljeva projekta i

zadovoljenje korisnika i ostalih zainteresovanih strana.

Organizacija treba da stalno prati svoje mere poboljSavanja performansi i da zapisuje njihovu primenu, jer to
moze dati podatke za buduéa poboljSavanja.

Rezultati analize podataka iz aktivnosti poboljSavanja treba da budu jedan od ulaznih elemenata za
preispitivanja od strane rukovodstva, da bi se obezbedile informacije za poboljSavanja performansi
organizacije.

8.1.2 Pitanja koja treba razmatrati

Merenja, analize i pobolj8avanja obuhvataju slede¢a razmatranja:
a) merni podaci treba da se prevedu u informacije i znanje koji su korisni organizaciji;

b) treba koristiti merenja, analize i poboljSavanja proizvoda za utvrdivanje odgovaraju¢ih prioriteta
organizacije;

c) merne metode Kkoje Kkoristi organizacija treba periodi¢no preispitivati i podatke stalno verifikovati u
pogledu tac¢nosti i potpunosti;

d) treba koristiti poredenje pojedinih procesa sa onim koje imaju konkurenti, kao sredstvo za poboljSavanje
efektivnosti i efikasnosti procesa;

e) treba smatrati da merenje zadovoljenja korisnika ima Zzivotnu vaznost za vrednovanje performansi
organizacije;

fy za organizaciju su bitna merenja, generisanje i saopsStavanje dobijenih informacija i oni treba da Cine
osnovu za poboljSavanja performansi i za uklju€ivanje zainteresovanih strana; ovakve informacije treba
da su azurne, a njihova svrha treba da je jasno definisana;

g) treba primenjivati odgovaraju¢a sredstva za saopS$tavanje informacija koje rezultiraju iz analiza merenja;
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In addition, the organization shall assess and record the validity of the previous measuring results when the
equipment is found not to conform to requirements. The organization shall take appropriate action on the equipment
and any product affected. Records of the results of calibration and verification shall be maintained.

When used in the monitoring and measurement of specified requirements, the ability of computer software to satisfy
the intended application shall be confirmed. This shall be undertaken prior to initial use and reconfirmed as
necessary.

NOTE See ISC 10012-1 and ISO 10012-2 for guidance.

8 Measurement, analysis and improvement
8.1 General guidance

8.1.1 Introduction

Measurement data are important for making fact-based decisions. Top management should ensure effective and
efficient measurement, collection and validation of data to ensure the organization's performance and the satisfaction
of interested parties. This should include review of the validity and purpose of measurements and the intended use
of data to ensure added value to the organization.

Examples of measurement of performance of the organization's processes include
— measurement and evaluation of its products,

— capability of processes,

— achievement of project objectives, and

— satisfaction of customer and other interested parties.

The organization should continually monitor its performance improvement actions and record their implementation,
as this can provide data for future improvements.

The results of the analysis of data from improvement activities should be one of the inputs to management review in
order to provide information for improving the performance of the organization.

8.1.2 Issues to be considered

Measurement, analysis and improvement include the following considerations:
a) measurement data should be converted to information and knowledge to be of benefit to the organization;

b) measurement, analysis and improvement of products and processes should be used to establish appropriate
priorities for the organization;

c) measurement methods employed by the organization should be reviewed periodically, and data should be
verified on a continual basis for accuracy and completeness;

d) benchmarking of individual processes should be used as a tool for improving the effectiveness and efficiency of
processes,

e) measurements of customer satisfaction should be considered as vital for evaluation of the organization’s
performance;

f) use of measurements, and the generating and communicating of the information obtained, are essential to the
organization and should be the basis for performance improvement and the involvement of interested parties;
such information should be current, and its purpose should be clearly defined:

g) appropriate tools for the communication of information resulting from the analyses of the measurements should
be implemented,
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h) treba meriti efektivhost i efikasnost komuniciranja sa zainteresovanim stranama, da bi se utvrdilo da i
su informacije blagovremene i potpuno razumiljive;

i) kada su zadovoljeni kriterijumi za performanse procesa i proizvoda, jo§ uvek moze biti korisno da se
prate i analiziraju podaci o performansama, radi boljeg razumevanja prirode karakteristika koje se

proucavaju;

j) kori¢enje odgovarajucih statistickih ili drugih tehnika moze pomo¢i u razumevanju i varijacija u
procesima i varijacija merenja, i tako moze poboljSati performanse procesa i proizvoda upravljanjem
varijacijama;

k) u redovnim periodima treba uzeti u obzir samoocenjivanje, da bi se ocenjivali zrelost sistema
menadzmenta kvalitetom i nivo performansi organizacije, kao i da bi se definisale moguénosti za
poboljSavanja performansi (videti Prilog A).

ISO 9001:2000, Sistem menadzZmenta kvalitetom — Zahtevi

8 Merenje, analize i poboljSavanja

8.1 Opste odredbe

Organizacija mora da planira i sprovodi procese pra¢enja, merenja, analize i poboljavanja, koji su
potrebni da bi se:

a) pokazala usaglaSenost proizvoda;

b) osigurala usaglaSenost sistema menadZmenta kvalitetom i

c) stalno poboljSavala efektivnost sistema menadzmenta kvalitetom.

To mora da obuhvati utvrdivanje primenljivih metoda, ukljuujuéi statisticke tehnike i obim njihovog
koris¢enja.

8.2 Merenje i praéenje
8.2.1 Merenje i praéenje performansi sistema
8.2.1.1 Opste odredbe

Rukovodstvo treba da obezbedi da se koriste efektivne i efikasne metode kojima se identifikuju oblasti za
poboljSavanje performansi sistema kvaliteta. Primeri metoda su:

— ankete o zadovoljenju korisnika i ostalih zainteresovanih strana;
— interne provere;
— analize finansijskih pokazatelja i

— samoocenjivanje.

8.2.1.2 Merenje i praéenje zadovoljenja korisnika

Merenje i pracenje zadovoljenja korisnika zasniva se na preispitivanju informacija koje se odnose na
korisnike. Prikupljanje ovakvih informacija moze biti aktivno ili pasivno. Rukovodstvo treba da polazi od toga
da ima mnogo izvora informacija koje se odnose na korisnike i treba da uspostavi efektivne i efikasne
procese za prikupljanje, analiziranje i koriS¢enje ovih informacija radi poboljS8avanja performansi organizacije.
Organizacija treba da identifikuje izvore informacija koje se odnose na korisnika i na krajnjeg korisnika, a
koje su raspolozive u pisanom i verbalnom obliku, iz internih i eksternih izvora. Primeri informacija koje se
odnose na korisnike su:

— anketiranje narucilaca i korisnika;
— povratne informacije o proizvodu;
— zahtevi korisnika i informacije o ugovoru;

— potrebe trzista;
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h) the effectiveness and efficiency of communicating with interested parties should be measured to determine
whether the information is timely and clearly understood,;

i) where process and product performance criteria are met, it may still be beneficial to monitor and analyse
performance data in order to understand better the nature of the characteristic under study;

j) the use of appropriate statistical or other techniques can help in the understanding of both process and
measurement variation, and can thereby improve process and product performance by controlling variation;

k) self-assessment should be considered on a periodic basis to assess the maturity of the quality management
system and the level of the organization's performance, as well as to define opportunities for performance
improvement (see annex A).

[1SO 9001:2000, Quality management systems — Requirements

8 Measurement, analysis and improvement

8.1 General

The organization shall plan and implement the monitoring, measurement, analysis and improvement processes
needed

a) to demonstrate conformity of the product,

b) to ensure conformity of the quality management system, and

c) to continually improve the effectiveness of the quality management system.

This shall include determination of applicable methods, including statistical techniques, and the extent of their use.

8.2 Measurement and monitoring
8.2.1 Measurement and monitoring of system performance

8.2.1.1 General

Top management should ensure that effective and efficient methods are used to identify areas for improvement of the
quality management system performance. Examples of methods include

— satisfaction surveys for customers and other interested parties,
— internal audits,
— financial measurements, and

— self-assessment.

8.2.1.2 Measurement and monitoring of customer satisfaction

Measurement and monitoring of customer satisfaction is based on review of customer-related information. The
collection of such information may be active or passive. Management should recognize that there are many sources
of customer-related information, and should establish effective and efficient processes to collect, analyse and use
this information for improving the performance of the organization. The organization should identify sources of
customer and end-user information, available in written and verbal forms, from internal and external sources.
Examples of customer-related information include

— customer and user surveys,
— feedback on aspects of product,
— customer requirements and contract information,

— market needs,
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— podaci o obavljanju servisiranja i

— informacije koje se odnose na konkurenciju.

Rukovodstvo treba da koristi merenje zadovoljenja korisnika kao sredstvo od sustinske vaznosti. Proces u
organizaciji za traZzenje, merenje i pracenje odgovora u vezi sa zadovolijenjem korisnika treba stalno da daje
informacije. Ovim procesom treba razmatrati usaglaSenost sa zahtevima, zadovoljenje potreba i o€ekivanja
korisnika, kao i cenu i isporuku proizvoda.

Organizacija treba da uspostavi i koristi izvore informacija o zadovoljenju korisnika i treba da saraduje sa
svojim korisnicima da bi predvidela buduée potrebe. Organizacija treba da planira i uspostavlja procese
kojima ce efektivno i efikasno da osluskuje "glas korisnika". Planiranjem ovih procesa treba definisati i
primenjivati metode prikupljanja podataka, ukljuCujuéi izvore informacija, u€estalost prikupljanja i preispitivanja
analiza podataka. Primeri izvora informacija o zadovoljenju korisnika su:

zalbe korisnika;

— direktno komuniciranje sa korisnikom;

— upitnici i ankete;

— prikupljanja i analiziranja podataka na osnovu podugovora;
— ciline grupe;

— izve$taji od strane organizacija potroSaca;

— izve$taji u razlicitim medijumima i

— studije u odredenim oblastima i delatnostima.

ISO 9001:2000, Sistem menadZmenta kvalitetom — Zahtevi

8.2 Pracenje i merenje

8.2.1 Zadovoljenje korisnika

Kao jedno od merenja performansi sistema menadZmenta kvalitetom, organizacija mora da prati

informacije o zapazanju korisnika o tome u kojoj meri je ispunila njegove zahteve. Moraju se utvrditi
metode za dobijanje i koris¢enje ovih informacija.

8.2.1.3 Interna provera

NajviSe rukovodstvo treba da obezbedi uspostavljanje efektivhog i efikasnog procesa interne provere, kojim
¢e se ocenijivati dobre strane i slabosti sistema menadzmenta kvalitetom. Proces interne provere deluje kao
alat rukovodstva za nezavisnu ocenu svih naznacenih procesa ili aktivhosti. Proces interne provere pruza
nezavisan alat za dobijanje objektivnog dokaza da su ispunjeni postojeéi zahtevi, s obzirom na to da interna
provera vrednuje efektivnost i efikasnost organizacije.

Vazno je da rukovodstvo obezbedi da se preduzimaju mere poboljSavanja kao odgovor na rezultate interne
provere. Planiranje internih provera treba da je fleksibilno, kako bi se omogucile izmene prioriteta na osnovu
nalaza i objektivnih dokaza dobijenih proverom.

Pri izradi planova interne provere treba razmotriti odgovarajuée ulazne elemente sa podrugja koje Ce se
proveravati, kao i od ostalih zainteresovanih strana.

Primeri predmeta za razmatranje u internoj proveri su:
— efektivna i efikasna primena procesa;

— mogucénosti za stalno poboljSavanije;

— sposobnost procesa;

— efektivno i efikasno koriS¢enje statistickih tehnika;

— kori8Cenje informacione tehnologiie;
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— service delivery data, and

— information relating to competition.

Management should use measurement of customer satisfaction as a vital tool. The organization's process for
requesting, measuring and monitoring feedback of customer satisfaction should provide information on a continual

basis. This process should consider conformity to requirements, meeting needs and expectations of customers, as
well as the price and delivery of product.

The organization should establish and use sources of customer satisfaction information and should cooperate with
its customers in order to anticipate future needs. The organization should plan and establish processes to listen
effectively and efficiently to the “voice of the customer”. Planning for these processes should define and implement
data-collection methods, including information sources, frequency of collection, and data-analysis review. Examples
of sources of information on customer satisfaction include

— customer complaints,

— communicating directly with customers,

— questionnaires and surveys,

— subcontracted collection and analysis of data,
— focus groups,

— reports from consumer organizations,

— reports in various media, and

— sector and industry studies.

1SO 9001:2000, Quality management systems — Requirements

8.2 Monitoring and measurement

8.2.1 Customer satisfaction

As one of the measurements of the performance of the quality management system the organization shall monitor

information relating to customer perception as to whether the organization has met customer requirements. The
methods for obtaining and using this information shall be determined.

8.2.1.3 Internal audit

Top management should ensure the establishment of an effective and efficient internal audit process to assess the
strengths and weaknesses of the quality management system. The internal audit process acts as a management tool
for independent assessment of any designated process or activity. The internal audit process provides an
independent tool for use in obtaining objective evidence that the existing requirements have been met, since the
internal audit evaluates the effectiveness and efficiency of the organization.

It is important that management ensure improvement actions are taken in response to internal audit results. Planning
for internal audits should be flexible in order to permit changes in emphasis based on findings and objective evidence
obtained during the audit. Relevant input from the area to be audited, as well as from other interested parties, should
be considered in the development of internal audit plans.

Examples of subjects for consideration by internal auditing include
— effective and efficient implementation of processes,

— opportunities for continual improvement,

— capability of processes,

— effective and efficient use of statistical techniques,

— use of information technology,
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analiza podataka o troSkovima kvaliteta;

efektivno i efikasno koriS¢enje resursa,;

rezultati i oCekivanja koja se odnose na performanse procesa i proizvoda;
adekvatnost i tatnost merenja performansi;

aktivnosti poboljSavanja i

odnosi sa zainteresovanim stranama.

IzvesStaji o internoj proveri ponekad obuhvataju podatke o izvrsnom funkcionisanju u cilju pruzanja
moguénosti za priznanja od strane rukovodstva i motivisanje osoblja.

ISO 9001:2000, Sistem menadZmenta kvalitetom — Zahtevi
8.2.2 Interna provera

Organizacija mora da sprovodi interne provere u planiranim intervalima, da bi utvrdila da li je sistem
menadZzmenta kvalitetom:

a) usaglaSen sa planiranim postavkama (videti 7.1), sa zahtevima ovog medunarodnog standarda i sa
zahtevima sistema menadzmenta kvalitetom koji je uspostavila organizacija i

b) efektivno primenjen i odrzavan.

Program provere mora se planirati uzimanjem u obzir statusa i vaznosti procesa i oblasti koje se
proveravaju, kao i rezultata prethodnih provera. Moraju se definisati kriterijumi provere, predmet i podrucje
primene, uCestalost i metode. lzbor proveravaca i izvodenje provera moraju osigurati objektivnost i
nepristrasnost procesa provere. Proveravali ne smeju proveravati svoj sopstveni rad.

Odgovornosti i zahtevi za planiranje i izvodenje provera, kao i za izveStavanje o rezultatima i odrzavanju
zapisa (videti 4.2.4), moraju da se definiSu u dokumentovanoj proceduri.

Rukovodstvo odgovorno za oblast koja se proverava mora da osigura da se preduzmu mere, bez
nepotrebnog odlaganja, za otklanjanje utvrdenih neusaglaSenosti i njihovih uzroka. Naknadne aktivnosti
moraju da obuhvate i verifikaciju preduzetih mera i izveStavanje o rezultatima verifikacije (videti 8.5.2).

NAPOMENA Za uputstva videti ISO 10011-1, ISO 10011-2 i ISO 10011-3.

8

.1.2.4 Analize finansijskih pokazatelja

Rukovodstvo treba da razmatra prevodenje podataka iz procesa u finansijske informacije, da bi obezbedilo

u

poredljive analize pokazatelja viSe procesa i olakSalo poboljSavanje efektivnosti i efikasnosti organizacije.

Primeri finansijskih analiza su:

8

analize troSkova prevencije i ocenjivanja;
analize tro8kova neusagla$enosti;
analize troSkova internih i eksternih otkaza i

analize tro8kova zivotnog ciklusa.

.2.1.5 Samoocenjivanje

NajviSe rukovodstvo treba da razmatra i primenjuje samoocenjivanje. Ono predstavlja pazljivo vrednovanje
koje obitno vrdi rukovodstvo organizacije. To vrednovanje dobija karakter stava ili suda o efektivhosti i
efikasnosti organizacije i zrelosti sistema menadzmenta kvalitetom. Organizacija ga moze koristiti za

u

poredivanje svojih performansi sa performansama eksternih organizacija i performansama svetske klase.

Samoocenjivanje takode pomaze pri vrednovanju poboljSavanja performansi organizacije, dok je proces
interne provere u organizaciji nezavisna provera koja se Koristi da bi se dobio objektivan dokaz da su
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— analysis of quality cost data,

— effective and efficient use of resources,

— process and product performance results and expectations,
— adequacy and accuracy of performance measurement,

— improvement activities, and

— relationships with interested parties.

Internal audit reporting sometimes includes evidence of excellent performance in order to provide opportunities for
recognition by management and motivation of people.

1ISO 9001:2000, Quality management systems — Requirements
8.2.2 Internal audit

The organization shall conduct internal audits at planned intervals to determine whether the quality management
system

a) conforms to the planned arrangements, to the requirements of this International Standard and to the quality
management system requirements established by the organization, and '

b) is effectively implemented and maintained.

An audit programme shall be planned, taking into consideration the status and importance of the processes and
areas to be audited, as well as the results of previous audits. The audit criteria, scope, frequency and methods shall
be defined. Selection of auditors and conduct of audits shall ensure objectivity and impartiality of the audit process.
Auditors shall not audit their own work.

The responsibilities and requirements for planning and conducting audits, and for reporting results and maintaining
records shall be defined in a documented procedure.

The management responsible for the area being audited shall ensure that actions are taken without undue delay to
eliminate detected nonconformities and their causes. Follow-up activities shall include the verification of the actions
taken and the reporting of verification results.

NOTE See ISO 10011-1, ISO 10011-2 and ISO 10011-3 for guidance.

8.2.1.4 Financial measures

Management should consider the conversion of data from processes to financial information in order to provide
comparable measures across processes and to facilitate improvement of the effectiveness and efficiency of the
organization. Examples of financial measures include

— prevention and appraisal costs analysis,
— nonconformity cost analysis,
— internal and external failure cost analysis, and

— life-cycle cost analysis.

8.2.1.5 Self-assessment

Top management should consider establishing and implementing self-assessment. This is a careful evaluation,
usually performed by the organization's own management, that resuits in an opinion or judgement of the
effectiveness and efficiency of the organization and the maturity of the quality management system. It can be used
by the organization to benchmark its performance against that of external organizations and world-class
performance. Self-assessment also aids in evaluating the performance improvement of the organization, whereas
the internal audit process of an organization is an independent audit used to obtain objective evidence that existing
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zadovoljeni postojeca politika, procedure i zahtevi, budu¢i da ona vrednuje efektivnost i efikasnost sistema
menadZmenta kvalitetom.

Opseg i nivo samoocenjivanja treba da se planiraju prema ciljevima i prioritetima organizacije. Pristup
samoocenjivanju, koji je definisan u Prilogu A, usredsreden je na utvrdivanje stepena efektivnosti i
efikasnosti primenjivanja sistema menadZmenta kvalitetom organizacije.

Neke od prednosti kori¢enja pristupa samoocenjivanja, datog u Prilogu A, u tome su da je on:

— jednostavan za razumevanje;

— lak za koriSéenje;

— od minimalnog uticaja na kori§¢enje resursa menadzmenta i

— takav da daje ulazne elemente za poboljSavanje performansi sistema menadZzmenta kvalitetom

organizacije.

Prilog A je samo jedan primer samoocenjivanja. Samoocenjivanje ne treba smatrati alternativom internim ili
eksternim proveravanjima kvaliteta. Kori§éenje pristupa opisanog u Prilogu A moze rukovodstvu pruziti opsti
pogled na performanse organizacije i na stepen zrelosti sistema menadzmenta kvalitetom. On takode moze
obezbediti ulazne elemente za identifikovana podru€ja u organizaciji koja zahtevaju poboljSavanje
performansi i doprineti odredivanju prioriteta.

8.2.2 Merenje i pracenje performansi procesa

Organizacija treba da identifikuje merne metode i treba da obavlja merenja radi vrednovanja performansi
procesa. Ova merenja organizacija treba da ukljuéi u procese i da koristi merenja u menadZmentu
procesima.

Merenja treba da se koriste za menadZment svakodnevnim operacijama, za vrednovanje procesa koji mogu
biti pogodni za poboljSavanja "korak po korak" ili stalna poboljSavanja, kao i za projekte prelomnih promena,
u skladu sa vizijom i stratedkim ciljevima organizacije.

Merenja performansi procesa treba da izbalansirano obuhvate potrebe i o€ekivanja zainteresovanih strana.
Primeri merenja su:

sposobnost;

— vreme odziva;

— trajanje ciklusa ili protok;

— merljivi aspekti sigurnosti funkcionisanja;

— produktivnost;

— efektivnost i efikasnost osoblja u organizaciji;
— iskori§¢enost tehnologija;

— smanjivanje gubitaka i

raspodeljivanje troSkova i njihovo smanjivanje.

1ISO 9001:2000, Sistem menadzZzmenta kvalitetom — Zahtevi

8.2.3 Praéenje i merenje performansi procesa

Organizacija mora da primenjuje odgovarajuce metode za pracenje i, gde je to moguce, merenje
performansi procesa sistema menadzmenta kvalitetom. Ove metode moraju pokazati sposobnost procesa
da postigne planirane rezultate. Kada se planirani rezultati ne postignu, moraju se preduzeti korekcije i
korektivne mere, gde je to moguce, da bi se osigurala usaglaSenost proizvoda.
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policies, procedures or requirements have been met, as it evaluates the effectiveness and efficiency of the quality
management system.

The range and depth of self-assessment should be planned in relation to the organization's objectives and priorities.
The self-assessment approach described in annex A focuses on determining the degree of the effectiveness and
efficiency of the implementation of the organization’s quality management system. Some of the advantages of using
the self-assessment approach given in annex A are that

— it is simple to understand,
— itis easy to use,
— it has minimal impact on the use of management resources, and

— it provides input for enhancing the performance of the organization's quality management system.

Annex A is only one example of self-assessment. Self-assessment should not be considered as an alternative to
internal or external quality auditing. Use of the approach described in annex A can provide management with an
overall view of the performance of the organization and the degree of maturity of the quality management system. It
can also provide input for identifying areas in the organization requiring performance improvement and in helping to
determine priorities.

8.2.2 Measurement and monitoring of processes

The organization should identify measurement methods and should perform measurements to evaluate process
performance. The organization should incorporate these measurements into processes and use the measurements
in process management.

Measurements should be used for managing daily operations, for evaluation of the processes that may be suitable for
small-step or ongoing continual improvements, as well as for breakthrough projects, according to the vision and
strategic objectives of the organization.

Measurements of process performance should cover the needs and expectations of interested parties in a balanced
manner. Examples include

— capability,

— reaction time,

— cycle time or throughput,

— measurable aspects of dependability,

— vyield,

— the effectiveness and efficiency of the organization's people,
— utilization of technologies,

— waste reduction, and

— cost allocation and reduction.

ISO 9001:2000, Quality management systems — Requirements
8.2.3 Monitoring and measurement of processes

The organization shall apply suitable methods for monitoring and, where applicable, measurement of the quality
management system processes. These methods shall demonstrate the ability of the processes to achieve planned

results. When planned results are not achieved, correction and corrective action shall be taken, as appropriate, to
ensure conformity of the product.

89



JUS ISO 9004:2001 © JUs

8.2.3 Merenje i pracenje karakteristika proizvoda

Organizacija treba da utvrdi i specificira zahteve za merenje karakteristika (ukljuujuéi kriterijume za prih-
vatanje) svojih proizvoda. Merenje karakteristika proizvoda treba da se planira i izvrSava radi verifikovanja
da su ispunjeni zahtevi zainteresovanih strana i da su kori§¢eni za poboljSavanje procesa realizacije.

Pri izboru mernih metoda kojima se osigurava da su proizvodi usaglaseni sa zahtevima, kao i pri
razmatranju potreba i oCekivanja korisnika, organizacija treba da razmatra sledece:

a) tipove karakteristika proizvoda, koji zatim odreduju vrste merenja, pogodna merna sredstva, zahtevanu
taCnost i potrebnu vestinu;

) zahtevanu opremu, softver i alate;

) lokaciju pogodnih mernih tataka u redosledu procesa realizacije;

d) karakteristike koje se mere u svakoj tacki, dokumentaciju i kriterijume za prihvatanje koje treba koristiti;
) taCke koje je utvrdio korisnik za licno osvedoCavanije ili verifikaciju izabranih karakteristika proizvoda;

f) kontrolisanja ili ispitivanja koja vrSe organi po propisima ili ostalim normativnim dokumentima, ili kojima
moraju da prisustvuju;

g) gde, kada i kako organizacija namerava da angazuje kvalifikovane treée strane, ili to od nje traze
korisnik ili organi prema propisima ili ostalim normativnim dokumentima, koje treba da obave:

— ispitivanja tipa;
— kontrolisanja ili ispitivanja u procesu;
— verifikaciju proizvoda;
— validaciju proizvoda i
— kvalifikaciju proizvoda;
h) kvalifikaciju osoblja, materijala, proizvoda, procesa i sistema menadZmenta kvalitetom;

i) zavrdSno kontrolisanje, da bi se potvrdilo da su aktivnosti verifikacije i validacije kompletirane i
prihvacene;

j) zapisivanje rezultata merenja karakteristika proizvoda.

Organizacija treba da preispituje koriS¢ene metode za merenje proizvoda i planirane zapise verifikacije, radi
razmatranja mogucnosti za poboljSavanje performansi.

Tipiéni primeri zapisa merenja proizvoda koji se mogu razmatrati radi poboljavanja performansi jesu:

izveStaji o kontrolisanju i ispitivanju;

zabeleske o pustanju materijala;

obrasci za prihvatanje proizvoda i

sertifikati o usaglaSenosti, kada se zahtevaju.

ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi
8.2.4 Praéenje i merenje karakteristika proizvoda

Organizacija mora da prati i meri karakteristike proizvoda da bi verifikovala da su ispunjeni zahtevi za
proizvod. To mora da se izvrSava u odgovaraju¢im fazama procesa realizacije proizvoda, u skladu sa
planiranim postavkama (videti 7.1).

Mora se odrzavati dokaz o usaglasenosti sa kriterijumima za prihvatanje. Iz zapisa se mora videti koje
osobe su ovlaS¢ene za pustanje proizvoda (videti 4.2.4).

Pustanje proizvoda i servisiranje ne smeju se obaviti sve dok se na zadovoljavajuc¢i nacin ne kompletiraju
planirane postavke (videti 7.1), osim ukoliko nije drugalije odobreno od relevantnog organa i, gde to ima
smisla, od korisnika.
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8.2.3 Measurement and monitoring of product

The organization should establish and specify the measurement requirements (including acceptance criteria) for its
products. The measurement of product should be planned and performed in order to verify that the requirements of
interested parties have been achieved and used to improve the realization processes.

When selecting measurement methods for ensuring that products conform to requirements and when considering
customer needs and expectations, the organization should consider the following:

a) the types of product characteristics, which then determine the types of measurement, suitable measurement
means, the accuracy required and skills needed;

b) equipment, software and tools required;

c) the location of suitable measurement points in the realization process sequence;

d) characteristics to be measured at each point, and the documentation and acceptance criteria to be used:
e) customer established points for witness or verification of selected characteristics of a product;

f) inspections or testing required to be witnessed or performed by statutory and regulatory authorities;

g) where, when and how the organization intends, or is required by the customer or statutory and regulatory
authaorities, to engage qualified third parties to perform

— type testing,
— in-process inspections or testing,
— product verification,
— product validation, and
— product qualification;
h) qualification of people, materials, products, processes, and the quality management system;
i) final inspection to confirm that verification and validation activities have been completed and accepted;

i) recording the results of product measurements.

The organization should review the methods used for measuring products and the planned records of verification, to
consider opportunities for performance improvement. Typical examples of product measurement records that could
be considered for performance improvement include

— inspection and test reports,
— material release notices,
— product acceptance forms, and

— certificates of conformity as required.

ISO 9001:2000, Quality management systems — Requirements

8.2.4 Monitoring and measurement of product

The organization shall monitor and measure the characteristics of the product to verify that product requirements
have been met. This shall be carried out at appropriate stages of the product realization process in accordance with

the planned arrangements.

Evidence of conformity with the acceptance criteria shall be maintained. Records shall indicate the person(s)
authorizing release of product.

Product release and service delivery shall not proceed until the planned arrangements have been satisfactorily
completed, unless otherwise approved by a relevant authority and, where applicable, by the customer.
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8.2.4 Merenje i pracenje zadovoljenja zainteresovanih strana

Organizacija treba da identifikuje informacije o merenjima, koje se zahtevaju da bi se zadovoljile potrebe
zainteresovanih strana (osim korisnika), u vezi sa procesima organizacije a radi uravnotezenog
rasporedivanja resursa. Takve informacije treba da sadrze merenja koja se odnose na osoblje u organizaciji,
vlasnike i investitore, isporucioce i partnere, kao i drustvo. Slede primeri merenja.

a) Za osoblje u organizaciji, organizacija treba da:

— anketira osoblje o tome koliko organizacija zadovoljava njegove potrebe i o€ekivanja,

— ocenjuje pojedinacne i kolektivne performanse i njihov doprinos rezultatima organizacije.
b) Za vlasnike i investitore, organizacija treba da:

— ocenjuje svoju sposobnost da dostize definisane ciljeve,

— ocenjuje finansijske performanse,

— vrednuje uticaj eksternih Cinilaca na njene rezultate i

— identifikuje doprinos vrednosti koji ostvaruju preduzete mere.
c) Za isporucioce i partnere, organizacija treba da:

— anketira isporucioce i partnere o tome koliko je njihovo zadovoljenje u vezi sa procesima nabavke
organizacije,

— prati i daje povratne informacije o performansama isporucilaca i partnera o njihovoj uskladenosti sa
politikom nabavke organizacije i

— ocenjuje kvalitet proizvoda koji se nabavlja, doprinose isporucilaca i partnera i uzajamne koristi koje
se dobijaju iz ovih odnosa.

d) Za drustvo, organizacija treba da:

— definiSe pogodne podatke i traga za podacima koji se odnose na njegove cilieve, radi ostvarivanja
zadovoljavaju¢ih medusobnih delovanja sa drustvom i

— redovno ocenjuje efektivnost i efikasnost svojih mera i miSljenje odgovarajué¢ih delova drustva o
njenim performansama.

8.3 Upravljanje neusaglasenostima
8.3.1 Opste odredbe

NajviSe rukovodstvo treba da osoblju u organizaciji da ovlad¢enja i definiSe odgovornosti za prijavljivanje
neusaglasenosti u svim fazama procesa, da bi se osiguralo blagovremeno utvrdivanje neusaglaSenosti i
delovanje u vezi sa njima. Treba definisati ovlia§¢enja za postupanje sa neusagladenostima, radi ostvarivanja
zahteva koji se odnose na procese i proizvode. Organizacija treba da efektivno i efikasno upravija
identifikacijom neusagladenih proizvoda, njihovim odvajanjem i postupanjem sa njima, kako bi sprecila svako
pogresno koriS¢enje.

Kada je to moguce, treba zapisati neusaglasenosti, zajedno sa postupanjem sa njima, da bi se sagledale
posledice i dobili podaci za aktivnosti analiziranja i poboljSavanja. Organizacija moze, takode, odluéiti da se
zapisuju neusaglasenosti, kako procesa realizacije proizvoda tako i procesa podrske, i da se njima upravlja.

Organizacija moze, takode, razmatrati zapisivanje informacija o onim neusaglasenostima koje su ispravljene

u normalnom toku rada. Takvi podaci mogu dati vredne informacije za poboljSavanje efektivnosti i efikasnosti
procesa.
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8.2.4 Measurement and monitoring the satisfaction of interested parties

The organization should identify the measurement information required to meet the needs of interested parties (other
than customers), in relation to the processes of the organization in order to balance the allocation of resources. Such
information should include measurements relating to the people in the organization, owners and investors, suppliers
and partners, as well as society. Measurement examples are as follows.

a) For people in the organization, the organization should

— survey the opinions of its people regarding how well the organization satisfies their needs and expectations,
and

— assess individual and collective performances and their contribution to organizational results.
b) For owners and investors, the organization should

— assess its capacity to attain defined objectives,

— assess its financial performance,

— evaluate the impact of external factors on its results, and

— identify the value contributed by the actions taken.
c) For suppliers and partners, the organization should

— survey the opinions of suppliers and partners on their satisfaction with the purchasing processes of the
organization,

— monitor and supply feedback on the performance of suppliers and partners and their compliance with the
organization's purchasing policy, and

— assess the quality of product purchased, contributions from suppliers and partners, and mutual benefits
derived from the relationship.

d) For society, the organization should

— define and track suitable data relative to its objectives, in order to achieve satisfactory interaction with society,
and

— periodically assess the effectiveness and efficiency of its actions and the perceptions of its performance by
relevant parts of society.

8.3 Control of nonconformity

8.3.1 General

Top management should empower people in the organization with the authority and responsibility to report
nonconformities at any stage of a process in order to ensure timely detection and disposition of nonconformities.
Authority for response to nonconformities should be defined to maintain achievement of process and product
requirements. The organization should effectively and efficiently control nonconforming product identification,
segregation and disposition in order to prevent misuse.

Where practical, nonconformities should be recorded, together with their disposition, to assist learning and to provide
data for analysis and improvement activities. The organization may alsc decide that nonconformities to both product
realization and support processes should be recorded and controlled.

The organization can also consider recording information on those nonconformities that are corrected in the normal
course of work. Such data can provide valuable information for improving the effectiveness and efficiency of
processes.

93



JUS ISO 9004:2001 © JUs

8.3.2 Preispitivanja neusaglasenosti i postupanje sa njima

Rukovodstvo organizacije treba da obezbedi uspostavljanje efektivnog i efikasnog procesa za preispitivanje
identifikovanih neusaglaSenosti i postupanje sa njima. Preispitivanje neusaglasenosti treba da obavlja
ovlaséeno osoblje, radi utvrdivanja da li postoje trendovi ili oblici pojavljivanja koji zavreduju paznju. Treba
razmatrati negativne trendove radi poboljSavanja i kao ulazne elemente preispitivanja od strane rukovodstva,
kada se razmatra smanijivanje ciljeva i potreba za resursima.

Osoblije koje obavlja preispitivanje treba da bude osposoblieno za vrednovanje ukupnih efekata
neusaglaSenosti i treba da ima ovlaS¢enja i resurse za postupanje sa neusaglasenostima, kao i za
definisanje odgovarajuéih korektivnih mera. Prihvatanje postupanja sa neusaglasenostima moze predstavljati
ugovorni zahtev korisnika ili zahtev ostalih zainteresovanih strana.

ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi
8.3 Upravljanje neusaglasenim proizvodom

Organizacija mora da obezbedi da proizvod koji nije usaglaSen sa zahtevima za proizvod bude
identifikovan i da se njime upravlja, kako bi se sprecila nezeljena upotreba ili isporuka. Upravljanje, kao i
odgovornosti i ovlaS¢enja u vezi sa postupanjem sa neusaglaSenim proizvodom moraju se definisati u
dokumentovanoj proceduri.

Organizacija mora da postupa sa neusaglasenim proizvodom na jedan ili viSe sledecih nacina:

a) preduzimanjem mera za otklanjanje utvrdene neusaglasenosti;

b) odobravanjem njegovog koriS¢enja, pustanja ili prihvatanja na osnovu naknadne dozvole za
odstupanje od relevantnog organa i, gde to ima smisla, od korisnika i

c) preduzimanjem mera za spreCavanje njegove originalno planirane upotrebe ili primene.

Moraju se odrzavati zapisi 0 prirodi neusaglasenosti i 0o svim naknadno preduzetim merama, ukljuCujudi
naknadne dozvole za odstupanja (videti 4.2.4).

Kada se neusaglaSen proizvod popravi, on se mora podvrgnuti ponovnoj verifikaciji da bi se pokazala
usaglaSenost sa zahtevima.

Kada se neusaglasen proizvod otkrije posle isporuke ili poSto je upotrebljen, organizacija mora preduzeti
mere koje odgovaraju posledicama ili mogu¢im posledicama neusaglasenosti.

8.4 Analiza podataka

Odluke treba da se zasnivaju na analizi podataka koji se dobijaju iz merenja, kao i na informacijama koje
se prikupljaju na nadin opisan u ovom medunarodnom standardu. U ovom kontekstu, organizacija treba da
analizira podatke iz svojih raznih izvora, da bi ocenila performanse u odnosu na planove, opSte ciljeve i
ostale cilieve definisane na nivoima pojedinih delova organizacije, kao i da identifikuje oblasti za
poboljSavanje, uklju€uju¢i moguce koristi za zainteresovane strane.

Odluke koje se zasnivaju na Cinjenicama zahtevaju efektivne i efikasne mere, kao Sto su:

— validne metode analiza;

— odgovarajuce statistiCke tehnike i

— donoSenje odluka i preduzimanje mera prema rezultatima logiCkih analiza, kao ravnotezu iskustvu i
intuiciji.

Analiza podataka mozZe doprineti utvrdivanju korenitih uzroka postojecih ili potencijalnih problema i, prema
tome, predstavijati smernicu za odluke o korektivnim i preventivnin merama koje su potrebne pri
poboljSavanjima.

Za efektivno vrednovanje od strane rukovodstva ukupnih performansi organizacije treba integrisati i analizirati

podatke i informacije iz svih delova organizacije. Sveukupne performanse organizacije treba da se prikazuju
u obliku koji je pogodan za razlicite nivoe organizacije.
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8.3.2 Nonconformity review and disposition

The management of the organization should ensure the establishment of an effective and efficient process to provide
for review and disposition of identified nonconformities. Review of nonconformities should be conducted by
authorized people to determine if any trends or patterns of occurrence require attention. Negative trends should be

considered for improvement, and as input to management review where reduction goals and resource needs are
considered. '

People carrying out the review should have the competence to evaluate the total effects of the nonconformity and
should have the authority and resources to disposition the nonconformity and to define appropriate corrective action.

Acceptance of nonconformity disposition may be a contractual requirement of the customer, or a requirement of other
interested parties.

ISO 9001:2000, Quality management systems — Requirements
8.3 Control of nonconforming product

The organization shall ensure that product which does not conform to product requirements is identified and
controlled to prevent its unintended use or delivery. The controls and related responsibilities and authorities for
dealing with nonconforming product shall be defined in a documented procedure.

The organization shall deal with nonconforming product by one or more of the following ways:

a) by taking action to eliminate the detected nonconformity;

b) by authorizing its use, release or acceptance under concession by a relevant authority and, where applicable, by
the customer;

c) by taking action to preciude its original intended use or application.

Records of the nature of nonconformities and any subsequent actions taken, including concessions obtained, shall
be maintained.

When nonconforming product is corrected it shall be subject to re-verification to demonstrate conformity to the
requirements.

When nonconforming product is detected after delivery or use has started, the organization shall take action
appropriate to the effects, or potential effects, of the nonconformity.

8.4 Analysis of data

Decisions should be based on analysis of data obtained from measurements and information collected as described
in this International Standard. In this context, the organization should analyse data from its various sources to assess
performance against plans, objectives and other defined goals, and to identify areas for improvement including
possible benefits for interested parties.

Decisions based on facts require effective and efficient actions such as
— valid analysis methods,
— appropriate statistical technigues, and

— making decisions and taking actions based on results of logical analyses, as balanced with experience and
intuition.

Analysis of data can help to determine the root cause of existing or potential problems, and therefore guide decisions
about the corrective and preventive actions needed for improvement.

For an effective evaluation by management of the total performance of the organization, data and information from all
parts of the organization should be integrated and analysed. The organization's overall performance should be
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Organizacija moze da koristi rezultate ovih analiza da bi utvrdila:

— trendove;

— zadovoljenje korisnika;

— zadovoljenje ostalih zainteresovanih strana;

— efektivnost i efikasnost svojih procesa;

— doprinos isporucilaca;

— uspeh u ostvarivanju ciljeva poboljSavanja svojih performansi;

— ekonomicnost kvaliteta, finansijske i komercijalne performanse;
— poredenje svojih performansi sa performansama konkurencije i

— konkurentnost.

ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi

8.4 Analiza podataka

Organizacija mora da utvrduje, prikuplja i analizira odgovarajuée podatke da bi pokazala pogodnost i
efektivnost sistema menadZmenta kvalitetom i da bi vrednovala moguénosti za stalno poboljSavanje
efektivnosti sistema menadZmenta kvalitetom. Ovim se moraju obuhvatati podaci dobijeni kao rezultat
pracenja i merenja i iz drugih odgovarajuéih izvora.

Analiza podataka mora obezbediti informacije u vezi sa:

O

usaglaSenoSc¢u sa zahtevima korisnika (videti 7.2.1);

)
)

(2}

a) zadovoljenjem korisnika (videti 8.2.1);
karakteristikama i trendovima procesa i proizvoda, uklju€uju¢i moguénosti za preventivne mere i
)

o

isporuciocima.

8.5 Poboljsavanja
8.5.1 Opste odredbe

Rukovodstvo treba da stalno nastoji da poboljSava efektivnost i efikasnost procesa u organizaciji, a ne da
Ceka problem da bi otkrivalo moguénosti za poboljSavanje. PoboljSavanja mogu da budu u obliku stalnih
poboljSavanja "korak po korak" do strateSkih poboljSavanja projektima prelomnih promena. Organizacija treba
da ima metodu koja omogucéava identifikaciju i odrzavanje aktivnosti poboljSavanja. Ova poboljSavanja mogu
rezultirati izmenama proizvoda ili procesa i ¢ak izmenama sistema menadZmenta kvalitetom ili organizacije.

ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi

8.5 Poboljsavanje

8.5.1 Stalno poboljSavanje

Organizacija mora stalno da poboljSava efektivnost sistema menadzmenta kvalitetom, kori§¢enjem politike

kvaliteta, cilieva kvaliteta, rezultata provera, analize podataka, korektivnin i preventivnih mera i
preispitivanja od strane rukovodstva.

8.5.2 Korektivhe mere

Najvise rukovodstvo treba da obezbedi da se koriste korektivne mere kao alat za poboljSavanje. Planiranje
korektivnih mera treba da obuhvati vrednovanje znacaja problema i treba da se ostvaruje na osnovu
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presented in a format that is suitable for different levels of the organization. The results of this analysis can be used
by the organization to determine

— trends,

— customer satisfaction,

— satisfaction of other interested parties,

— effectiveness and efficiency of its processes,

— supplier contribution,

— success of its performance improvement objectives,

— economics of quality, financial and market-related performance,
— benchmarking of its performance, and

— competitiveness.

1SO 9001:2000, Quality management systems — Requirements
8.4 Analysis of data

The organization shall determine, collect and analyse appropriate data to demonstrate the suitability and
effectiveness of the quality management system and to evaluate where continual improvement of the effectiveness
of the quality management system can be made. This shall include data generated as a result of monitoring and
measurement and from other relevant sources.

The analysis of data shall provide information relating to

a) customer satisfaction,

b) conformity to product requirements,

c) characteristics and trends of processes and products including opportunities for preventive action, and

d) suppliers.

8.5 Improvement

8.5.1 General

Management should continually seek to improve the effectiveness and efficiency of the processes of the
organization, rather than wait for a problem to reveal opportunities for improvement. Improvements can range from
small-step ongoing continual improvement to strategic breakthrough improvement projects. The organization should
have a process in place to identify and manage improvement activities. These improvements may result in change to
the product or processes and even to the quality management system or to the organization.

1SO 9001:2000, Quality management systems — Requirements

8.5 Improvement

8.5.1 Continual improvement

The organization shall continually improve the effectiveness of the quality management system through the use of

the quality policy, quality objectives, audit results, analysis of data, corrective and preventive actions and
management review,

8.5.2 Corrective action

Top management shou_ld ensure that corrective action is used as a tool for improvement. Corrective action planning
should include evaluation of the significance of problems, and should be in terms of the potential impact on such
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potencijalnog uticaja na aspekte kao Sto su: troSkovi rada, trodkovi neusaglaSenosti, performanse proizvoda,
sigurnost funkcionisanja i bezbednost, kao i zadovoljenje korisnika i ostalih zainteresovanih strana. Osoblje
iz odgovarajucih disciplina treba da ucestvuje u sprovodenju korektivnin mera. Treba, takode, naglasavati
efektivnost i efikasnost procesa kada se preduzmu mere i treba ih pratiti da bi se osiguralo da se ostvaruju
zeljeni ciljevi. Treba uzeti u obzir korektivne mere radi uklju€ivanja u preispitivanje od strane rukovodstva.

U sklopu korektivnih mera organizacija treba da identifikuje izvore informacija i da prikuplja informacije radi
definisanja neophodnih korektivnih mera. Definisane korektivne mere treba da se usredsreduju na
eliminisanje uzroka neusagladenosti, da bi se izbeglo njihovo ponavljanje. Primeri izvora informacija za
razmatranje korektivnih mera su:

— zalbe Kkorisnika;

— izvestaji o neusaglasenostima;

— izveStaji o internim proverama,;

— izlazni elementi preispitivanja od strane rukovodstva;
— izlazni elementi analiza podataka;

— izlazni elementi merenja zadovoljenja;

— odgovarajuci zapisi sistema menadzmenta kvalitetom;
— osoblje organizacije;

— merenja performansi procesa i

— rezultati samoocenjivanja.

Postoji mnogo nacina za utvrdivanje uzroka neusagla$enosti, ukljuCujuéi analizu od strane pojedinaca ili od
strane imenovanog tima za korektivne akcije. Organizacija treba da uravnotezi investicije u korektivne akcije
sa uticajem problema koji se razmatraju.

Pri vrednovanju potrebe za merama kojima se obezbeduje da se neusaglaSenosti ne ponove organizacija
treba da razmotri pruzanje odgovarajuée obuke osoblju odredenom za zadatke koji se odnose na korektivhe
mere.

Organizacija treba, ako je to izvodljivo, da uklju¢i analize osnovnih uzroka u proces korektivnih mera.
Rezultate analize osnovnih uzroka treba verifikovati ispitivanjem pre definisanja i iniciranja korektivnin mera.

ISO 9001:2000, Sistem menadzmenta kvalitetom — Zahtevi
8.5.2 Korektivhe mere

Organizacija mora da preduzima mere za otklanjanje uzroka neusagladenosti, da bi se sprecilo njihovo
ponavljanje. Korektivne mere moraju da odgovaraju posledicama nastalih neusaglasenosti.

Mora se uspostaviti dokumentovana procedura, kojom se definiSu zahtevi za:

a) preispitivanje neusaglasenosti (ukljuCujuci zalbe korisnika);

) utvrdivanje uzroka neusaglasSenosti;

c) vrednovanje potrebe za merama koje ¢e osigurati da se neusaglasSenosti ne ponove;

) definisanje i primenu neophodnih mera;

) zapisivanje rezultata preduzetih mera (videti 4.2.4) i

f) preispitivanje preduzetih korektivnih mera.

8.5.3 Prevencija gubitaka
Rukovodstvo treba da planira smanjivanje efekata gubitaka u organizaciji, radi odrzavanja performansi

procesa i proizvoda. Prevencija gubitaka u formi planiranja treba da se primenjuje na procese realizacije i
podrSke, na aktivnosti i proizvode, da bi se osiguralo zadovoljenje zainteresovanih strana.
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aspects as operating costs, costs of nonconformity, product performance, dependability and the safety and
satisfaction of customers and other interested parties. People from appropriate disciplines should participate in the
corrective action process. Also, the effectiveness and efficiency of processes should be emphasized when actions
are taken and the actions should be monitored to ensure that desired goals are met. Corrective actions should be
considered for inclusion in management review.

In pursuing corrective action, the organization should identify sources of information, and collect information to define
the necessary corrective actions. The defined corrective action shouid be focused on eliminating causes of
nonconformities in order to avoid recurrence. Examples of sources of information for corrective action consideration
include

— customer complaints,

— nonconformity reports,

— internal audit reports,

— outputs from management review,

— outputs from data analysis,

— outputs from satisfaction measurements,

— relevant quality management system records,
— the organization's people,

— process measurements, and

— results of self-assessment.

There are many ways to determine the causes of nonconformity, including analysis by an individual or the

assignment of a corrective-action project team. The organization should balance the investment in the corrective
action against the impact of the problem being considered.

In evaluating the need for actions to ensure that nonconformities do not recur, the organization should consider
providing appropriate training for people assigned to corrective-action projects.

The organization should incorporate root-cause analysis, as appropriate, into the corrective-action process. Root-
cause analysis results should be verified by testing prior to defining and initiating corrective action.

ISO 9001:2000, Quality management systems — Requirements
8.5.2 Corrective action

The organization shall take action to eliminate the cause of nonconformities in order to prevent recurrence.
Corrective actions shall be appropriate to the effects of the nonconformities encountered.

A documented procedure shall be established to define requirements for

a) reviewing nonconformities (including customer complaints),

b) determining the causes of nonconformities,

c) evaluating the need for action to ensure that nonconformities do not recur,
d} determining and implementing action needed,

e) records of the results of action taken, and

f) reviewing corrective action taken.

8.5.3 Loss prevention
Management should plan to mitigate the effects of loss to the organization in order to maintain the performance of

processes and products. Loss prevention in the form of planning should be applied to realization and support
processes, activities and products to ensure the satisfaction of interested parties.
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Da bi se postigle efektivnost i efikasnost, planiranje prevencije gubitaka treba da bude sistematicno. Ono
treba da se zasniva na podacima dobijenim odgovarajuéim metodama, ukljuCujuéi vrednovanje postojecih,
sacuvanih podataka za trendove koji su kriti¢ni sa stanoviSta performansi organizacije i njenih proizvoda, da
bi se generisali kvantitativni podaci. Podaci se mogu generisati na osnovu:

— koris¢enja alata analize rizika, kao §to je analiza nacina nastajanja i efekata neispravnosti;

— preispitivanja potreba i oCekivanja korisnika;

— analize trzista;

— izlaznih elemenata preispitivanja od strane menadzmenta;

— izlaznih elemenata analize podataka;

— merenja zadovoljenja;

— merenja performansi procesa;

— sistema koji ureduju izvore informacija od zainteresovanih strana;

— odgovarajuc¢ih zapisa sistema menadzmenta kvalitetom;

— znanja ste€enog iz ranijeg iskustva;

— rezultata samoocenjivanja i

— procesa koji pruzaju rano upozorenje na radne uslove koji se priblizavaju izmicanju od upravljanja.
Ovakvi podaci obezbedi¢e informacije za izradu efektivnog i efikasnog plana za spreCavanje gubitaka i za

utvrdivanje prioriteta koji su uskladeni sa svakim procesom i proizvodom, da bi se zadovoljile potrebe i
oCekivanja zainteresovanih strana.

Rezultati vrednovanja efektivnosti i efikasnosti plana prevencije gubitaka treba da predstavljaju izlazne
elemente preispitivanja od strane rukovodstva i treba da se koriste kao ulazni elementi izmene planova i
kao ulazni elementi procesa poboljSavanja.

1ISO 9001:2000, Sistem menadzZzmenta kvalitetom — Zahtevi
8.5.3 Preventivhe mere

Organizacija mora da preduzima mere za otklanjanje uzroka potencijalnih neusaglasenosti kako bi se
spre€ilo njihovo pojavljivanje. Preventivne mere moraju da odgovaraju posledicama potencijalnih problema.

Mora se uspostaviti dokumentovana procedura za definisanje zahteva za:

a) utvrdivanje potencijalnih neusaglasenosti i njihovih uzroka;

b) vrednovanje potrebe za merama, da bi se sprecilo pojavljivanje neusaglaSenosti;
¢) utvrdivanje i primenu potrebnih mera;

d) zapise o rezultatima preduzetih mera (videti 4.2.4) i

e) preispitivanje preduzetih preventivnih mera.

8.5.4 Stalna poboljSavanja u organizaciji

Radi obezbedivanja buduénosti organizacije i zadovoljenja zainteresovanih strana, rukovodstvo treba da
stvara kulturu koja ukljuCuje osoblie u aktivno nastojanje da se pronalaze moguénosti za poboljSavanje
performansi procesa, aktivnosti i proizvoda.

Za ukljuCivanje osoblja, najviSe rukovodstvo treba da stvara okruzenje u kojem se ovlas¢enja raspodeljuju
tako da osoblie ima kompetencije i prihvata odgovornosti da identifikuje mogucnosti u kojima organizacija
moze da poboljSava svoje performanse. To se moze ostvariti aktivhostima kao $to su:

— postavljanje cilieva za osoblje, projekte i organizaciju;

— uporedivanje sa performansama konkurencije i najboljom praksom;
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To be effective and efficient, planning for loss prevention should be systematic. This should be based on data from
appropriate methods, including evaluation of historical data for trends, and criticality relative to the performance of
the organization and its products, in order to generate data in quantitative terms. Data can be generated from

— use of risk analysis tools such as fault mode and effects analysis,
— review of customer needs and expectations,

— market analysis,

— management review output,

— outputs from data analysis,

— satisfaction measurements,

— process measurements,

— systems that consolidate sources of information from interested parties,
— relevant quality management system records,

— lessons learned from past experience,

— results of self-assessment, and

— processes that provide early warning of approaching out-of-control operating conditions.

Such data will provide information to develop an effective and efficient plan for loss prevention and prioritization
appropriate to each process and product, in order to satisfy the needs and expectations of interested parties.

Results of the evaluation of the effectiveness and efficiency of loss prevention plans should be an output from
management review, and should be used as an input for the modification of plans and as input to the improvement
processes.

1SO 9001:2000, Quality management systems — Requirements
8.5.3 Preventive action

The organization shall determine action to eliminate the causes of potential nonconformities in order to prevent their
occurrence. Preventive actions shall be appropriate to the effects of the potential problems.

A documented procedure shall be established to define requirements for

a) determining potential nonconformities and their causes,

b) evaluating the need for action to prevent occurrence of nonconformities,

¢) determining and implementing action needed,

d) records of results of action taken, and

e) reviewing preventive action taken.

8.5.4 Continual improvement of the organization

To aid in ensuring the future of the organization and the satisfaction of interested parties, management should create
a culture which involves people actively seeking opportunities for improvement of performance in processes,
activities and products.

To involve people, top management should create an environment where authority is delegated so that people are
empowered and accept responsibility to identify opportunities where the organization can improve its performance.
This can be achieved by activities such as

— setting of objectives for people, projects and the organization,

— benchmarking competitor performance and best practice,
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— davanje priznanja i nagrada za ostvarivanje poboljavanja i

— planiranje preporuka, uklju€ujuéi i blagovremeno reagovanje rukovodstva.

Da bi se obezbedila struktura za aktivnosti poboljSavanja, najvise rukovodstvo treba da definiSe i primenjuje
proces za stalno poboljSavanje, koje se moze primenijivati na procesima i aktivnostima realizacije i podrske.
Da bi se obezbedila efektivnost i efikasnost procesa poboljSavanja, treba razmatrati procese realizacije i
podrske kroz:

efektivnost (kao Sto su izlazni elementi koji ispunjavaju zahteve);

— efikasnost (kao $to su resursi po jedinici vremena i novca);

— eksterne efekte (kao §to su izmene propisa i ostalih normativnih dokumenata);
— potencijalne slabosti (kao $to je nedostajanje sposobnosti i uskladenosti);

— mogucnosti kori§¢enja boljih metoda;

— upravljanje planiranim i neplaniranim izmenama i

— merenje planiranih Koristi.

Ovakvi procesi za stalno poboljSavanje treba da se koriste kao alat za poboljSavanje interne efektivnosti i
efikasnosti u organizaciji, kao i za poboljSavanje zadovoljenja korisnika i ostalih zainteresovanih strana.

Rukovodstvo treba da podrzava poboljSavanje u obliku stalnih aktivhosti korak po korak, integrisanih u
postojee procese, kao i kroz moguénosti prelomnih poboljSavanja, u cilju ostvarivanja maksimalnih koristi za
organizaciju i za zainteresovane strane.

Primeri ulaznih elemenata za podrdku procesa poboljSavanja uklju¢uju informacije dobijene iz:

— podataka validacije;

— podataka o produktivnosti procesa;

— podataka ispitivanja;

— podataka iz samoocenijivanja;

— iskazanih zahteva i povratnih informacija od zainteresovanih strana;

— iskustva osoblja u organizaciji;

— finansijskih podataka;

— podataka o performansama proizvoda i

— podataka o obavljenom servisiranju.

Rukovodstvo treba da osigura da se izmene proizvoda ili procesa odobravaju, da se za njih utvrduju

prioriteti, da se planiraju, finansiraju i da se njima upravlja tako da ispunjavaju zahteve zainteresovanih
strana, kao i da se izbegne da prerastu moguénosti organizacije.

Proces koji prikazuje stalno poboljavanje procesa, za primenu u organizacijama opisan je u Prilogu B.
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— recognition and reward for achievement of improvement, and

— suggestion schemes including timely reaction by management.

To provide a structure for improvement activities, top management should define and implement a process for
continual improvement that can be applied to realization and support processes and activities. To ensure the

effectiveness and efficiency of the improvement process, consideration should be given to realization and support
processes in terms of

— effectiveness (such as outputs meeting requirements),

— efficiency (such as resources per unit in terms of time and money),
— external effects (such as statutory and regulatory change),

— potential weakness (such as lack of capability and consistency),
— the opportunity to employ better methods,

— control of planned and unplanned change, and

— measurement of planned benefits.

Such a process for continual improvement should be used as a tool for improving the organization's internal
effectiveness and efficiency, as well as to improve the satisfaction of customers and other interested parties.

Management should support improvements in the form of small-step ongoing activities integral to existing processes
as well as breakthrough opportunities, in order to gain maximum benefit for the organization and interested parties.

Examples of inputs to support the improvement process include information derived from
— validation data,

— process yield data

— test data,

— data from self-assessment,

— stated requirements and feedback from interested parties,

— experience of people in the organization,

— financial data,

— product performance data, and

— service delivery data.

Management should ensure that product or process changes are approved, prioritized, planned, provisioned and
controlled to satisty interested party requirements and avoid exceeding the capability of the organization.

A process presenting continual process improvement for implementation by an organization is described in annex B.
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Prilog A
(informativan)

Uputstva za samoocenjivanje

A.1 Uvod

Samoocenjivanje je pazljivo razmatrano vrednovanje, Ciji je rezultat miSljenje ili sud o efektivnosti i
efikasnosti organizacije i o zrelosti sistema menadzmenta kvalitetom. Samoocenjivanje obi¢no obavlja samo
rukovodstvo organizacije. Cilj samoocenjivanja je da se dobije, za organizaciju, uputstvo zasnovano na
Cinjenicama o tome gde da se uloze resursi radi njenog poboljSavanja.

Ono, takode, moze da se koristi za merenje napredovanja prema ciljevima i za ponovnu ocenu toga koliko
ti ciljevi i dalje odgovaraju.

Postoje mnogi modeli za samoocenjivanje organizacije prema kriterijumima sistema menadZzmenta kvalitetom.
NajviSe priznati i najvise koriS¢eni modeli su oni za nacionalno i regionalno nagradivanje kvaliteta, koji se
takode nazivaju i modeli izvrsnosti organizacije.

Koncepcija samoocenjivanja opisana u ovom prilogu ima za cilj da pruzi jednostavan, lak za koriscenje
pristup za utvrdivanje relativnog stepena zrelosti sistema menadZzmenta kvalitetom u organizacijama, kao i
za identifikovanje glavnih oblasti za poboljSavanje.

Specifitne karakteristike pristupa samoocenjivanju u standardu ISO 9004 su takve:

— da se ono moze primenjivati na celokupan sistem menadzmenta kvalitetom ili na deo sistema
menadzmenta kvalitetom ili na bilo koji proces;

— da se ono moze primenjivati na celu organizaciju ili na deo organizacije;
— da se ono moze izvrsiti brzo i sa internim resursima;

— da ih moze =zavrsiti multidisciplinarni tim ili jedna osoba iz organizacije, koju podrzava najviSe
rukovodstvo;

— da ono pruza ulazne elemente za slozeniji proces samoocenjivanja sistema menadzmenta kvalitetom;

— da ono moze identifikovati i olak8ati odredivanje prioriteta mogucnosti poboljSavanja i

— da ono moze olakSati sazrevanje sistema menadzmenta kvalitetom u pravcu svetske klase performansi.
Pristup samoocenjivanju u standardu 1SO 9004 je takav da vrednuje zrelost sistema menadzmenta
kvalitetom za svaku vecu tatku standarda, poCev od 1 (nema zvanitnog sistema) do 5 (performanse

najbolje u klasi). Ovaj prilog daje uputstvo u obliku tipi€nih pitanja koje organizacija moze da postavlja da bi
vrednovala svoje performanse za svaku glavnu ta¢ku u standardu 1ISO 9004.

Druga prednost ovog pristupa jeste u tome Sto se rezultati, koji se prate u vremenu, mogu koristiti radi
ocene zrelosti organizacije.

Ovaj pristup samoocenjivanju ne zamenjuje interne provere niti se Kkoristi umesto postoje¢ih modela nagrada
za kvalitet.
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Annex A
(informative)

Guidelines for self-assessment

A.1 Introduction

Self-assessment is a carefully considered evaluation resulting in an opinion or judgement of the effectiveness and
efficiency of the organization and the maturity of the quality management system. Self-assessment is usually
performed by the organization's own management. The intent of self-assessment is to provide fact-based guidance
to the organization regarding where to invest resources for its improvement.

It also can be useful in measuring progress against objectives, and to reassess the continuing relevance of those
objectives.

Many models currently exist for the self-assessment of organizations to quality management system criteria. The
most widely recognized and used models are national and regional quality award models, also referred to as
organizational excellence models.

The self-assessment approach described in this annex is intended to provide a simple, easy-to-use approach to
determine the relative degree of maturity of an organization's quality management system and to identify the main
areas for improvement.

Specific features of the ISO 9004 self-assessment approach are that it can

— be applied to the entire quality management system, or to a part of the guality management system, or to any
process,

— be applied to the entire organization or part of the organization,
— be completed quickly with internal resources,

— be completed by a multi-discipline team, or by one person in the organization who is supported by top
management,

— form an input to a more comprehensive management system self-assessment process,

— identify and facilitate the prioritization of opportunities for improvement, and

— facilitate maturing of the quality management system towards world-class performance.

The 1SO 9004 self-assessment approach is to evaluate the maturity of the quality management system for each
major clause in ISO 9004 on a scale ranging from 1 (no formal system) to 5 (best-in-class performance). This annex

provides guidance in the form of typical questions that the organization can ask in order to evaluate its performance
for each of the main clauses in ISO 9004.

Another advantage to this approach is that results monitored over time can be used to appraise the maturity of an
organization.

This approach to self-assessment is neither a substitute for internal audit of the quality management system nor for
the use of existing quality award models.
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A.2 Nivoi zrelosti performansi

Nivoi zrelosti performansi koji se koriste u pristupu samoocenjivanju dati su u tabeli A.1.

Tabela A.1 — Nivoi zrelosti performansi

zrl\(:ll‘(ggti Nivo performansi Uputstvo
1 Nema zvani¢nog Nema dokaza o sistematskom pristupu; nema rezultata; slabi rezultati ili
pristupa nepredvidivi rezultati.
5 Reaktivni pristup Sistemati¢ni pristup zasnovan na uoCenim problemima ili na korekciji;
raspolozivi su minimalni podaci o rezultatima poboljSavanja.
Stabilan zvani¢ni Sistematski pristup, zasnovan na procesima u ranoj fazi sistematskih
3 sistemski pristup poboljSavanja; raspolozivi su podaci o usaglaSenosti sa cilievima i o
postojanju trendova poboljSavanja.
4 Naglasena stalna Proces poboljSavanja u primeni; dobri rezultati i postojani trendovi
poboljSavanja poboljSavanja.
5 Performanse Veoma integrisan proces poboljSavanja; pokazani rezultati poredenja sa
najbolje u klasi konkurencijom kao najbolji u klasi.

A.3 Pitanja u samoocenjivanju

Modeli nagradivanja, kao i ostali modeli samoocenjivanja, razvili su Sirok spektar detaljnih kriterjuma za
ocenjivanje performansi sistema menadzmenta. Samoocenjivanje daje jednostavan pristup za vrednovanje
zrelosti organizacije, zasnovan na taCkama 4 do 8 ovog medunarodnog standarda. Svaka organizacija treba
da utvrdi skup pitanja za one tatke ovog medunarodnog standarda koje su pogodne za njene potrebe.

Primeri tipiCnih pitanja za samoocenjivanje dati su u nastavku. U zagradama su dati brojevi podtacaka.
Pitanje 1: Menadzment sistemima i procesima (4.1)

a) Kako rukovodstvo primenjuje procesni pristup za ostvarivanje efektivnog i efikasnog upravljanja
procesima, koje ima za rezultat poboljSavanje performansi?

Pitanje 2: Dokumentacija (4.2)

a) Kako se koriste dokumenti i zapisi za podrzavanje efektivnog i efikasnog funkcionisanja procesa u
organizaciji?

Pitanje 3: Odgovornost rukovodstva — Opste uputstvo (5.1)
a) Kako rukovodstvo pokazuje svoje liderstvo, posvecéenost i uklju¢enost?
Pitanje 4: Potrebe i ocekivanja zainteresovanih strana (5.2)

a) Kako organizacija obezbeduje redovnu identifikaciju potreba i oekivanja korisnika?

b) Kako organizacija identifikuje potrebu osoblja za priznanjima, zadovoljenjem na radu, osposobljenoscu i
licnim usavrSavanjem?

c) Kako organizacija razmatra mogucée koristi od uspostavljenog partnerstva sa svojim isporuc¢iocima?

d) Kako organizacija identifikuje potrebe i oCekivanja ostalih zainteresovanih strana, koja za rezultat mogu
imati postavljanje ciljeva?

e) Kako organizacija obezbeduje da se razmatraju zahtevi propisa i ostalih normativnih dokumenata?
Pitanje 5: Politika kvaliteta (5.3)

a) Kako se politikom kvaliteta osigurava da se razumeju potrebe i ocekivanja korisnika i ostalih
zainteresovanih strana?

b) Kako politika kvaliteta dovodi do vidljivih i o¢ekivanih poboljSavanja?

c) Kako se politikom kvaliteta razmatra viziia. buducnosti organizacije?
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A.2 Performance maturity levels

The performance maturity levels used in this self-assessment approach are shown in Table A.1.
Table A.1 — Performance maturity levels

Maturity

Performance level Guidance
level
No systematic approach evident, no results, poor results or
! No formal approach unpredictable results.
> Reactive approach Problem- or corrective-based systematic approach; minimum data

on improvement results available.

Systematic process-based approach, early stage of systematic
3 Stable formal system approach improvements; data available on conformance to objectives and
existence of improvement trends.

Improvement process in use; good results and sustained

4 Continual improvement emphasized improvement trends.

Strongly  integrated improvement  process; best-in-class

5 Best-in-class performance benchmarked results demonstrated.

A.3 Self-assessment questions

The award models as well as other self-assessment models have a wide range of detailed criteria for assessing the

performance of management systems. Self-assessment provides an easy approach for evaluating the maturity of an

organization based on clauses 4 to 8 of this International Standard. Each organization should develop a set of

questions for those clauses of this International Standard that are suitable to its needs. Examples of typical questions

for self-assessment are provided below. The subclause numbers are given in parentheses.

Question 1: Managing systems and processes (4.1)

a) How does management apply the process approach to achieve the effective and efficient control of processes,
resulting in performance improvement?

Question 2: Documentation (4.2)

a) How are documents and records used to support effective and efficient operation of the processes of the
organization?

Question 3: Management responsibility — General guidance (5.1)

a) How does top management demonstrate its leadership, commitment and invoivement?

Question 4: Needs and expectations of interested parties (5.2)
a) How does the organization identify customers’ needs and expectations on a continual basis?

b) How does the organization identify people's need for recognition, work satisfaction, competence and personal
development?

c) How does the organization consider the potential benefits of establishing partnerships with its suppliers?

d) How does the organization identify other interested parties' needs and expectations that can result in setting
objectives?

e) How does the organization ensure that statutory and regulatory requirements have been considered?

Question 5: Quality policy (5.3)

a) How does the quality policy ensure that the needs and expectations of customers and other interested parties
are understood?

b) How does the quality policy lead to visible and expected improvements?

c) How does the quality policy consider the organization's vision of the future?
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Pitanje 6: Planiranje (5.4)
a) Kako opsti ciljevi prevode politiku kvaliteta u merljive ciljeve?

b) Kako se opsti ciljevi primenjuju na svakom nivou menadzmenta da bi se obezbedio pojedina¢ni doprinos
ostvarivanju?

c) Kako rukovodstvo obezbeduje raspolozivost resursa potrebnih za ostvarivanje ciljeva?
Pitanje 7: Odgovornosti, ovlaséenja i komuniciranje (5.5)
a) Kako najviSe rukovodstvo osigurava da su odgovornosti utvrdene i saopStene osoblju u organizaciji?

b) Kako saopstavanje o zahtevima kvaliteta, cilievima i rezultatima doprinosi poboljSavanju performansi
organizacije?

Pitanje 8: Preispitivanje od strane rukovodstva (5.6)

a) Kako najviSe rukovodstvo osigurava da su validne informacije ulaznih elemenata raspoloZive pri
preispitivanju od strane rukovodstva?

b) Kako se aktivnoSéu preispitivanja od strane rukovodstva vrednuju informacije za poboljSavanje
efektivnosti i efikasnosti procesa organizacije?

Pitanje 9: Menadzment resursima — Opste uputstvo (6.1)
a) Kako najvise rukovodstvo planira resurse da budu pravovremeno raspolozivi?
Pitanje 10: Osoblje (6.2)

a) Kako rukovodstvo podstiCe uklju¢ivanje osoblja u poboljSavanje efektivnosti i efikasnosti organizacije i
njegovu podrsku tom poboljSavanju?

b) Kako rukovodstvo osigurava da osposoblienost osoblja u organizaciji odgovara aktuelnim i buduéim
potrebama?

Pitanje 11: Infrastruktura (6.3)

a) Kako rukovodstvo osigurava da infrastruktura odgovara ostvarivanjima ciljeva organizacije?
b) Kako rukovodstvo razmatra pitanja Zivotne sredine u vezi sa infrastrukturom?

Pitanje 12: Radna sredina (6.4)

a) Kako rukovodstvo osigurava da radni uslovi podstiCu motivaciju, zadovolienje, usavrS8avanje i
performanse osoblja u organizaciji?

Pitanje 13: Informisanje (6.5)

a) Kako rukovodstvo osigurava da su lako dostupne odgovarajuée informacije za odluivanje na osnovu
¢injenica?

Pitanje 14: Isporucioci i partnerstvo (6.6)

a) Kako rukovodstvo ukljuCuje isporucioce u identifikaciju potreba za nabavkom i zajedniCku strategiju
razvoja?

b) Kako rukovodstvo podsti¢e dogovore o partnerstvu sa isporuciocima?
Pitanje 15: Prirodni resursi (6.7)
a) Kako organizacija obezbeduje raspelezivost neophadnih. prirodnih resursa za svoje procese realizacije?
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Question 6: Planning (5.4)
a) How do the objectives translate the quality policy into measurable goals?
b) How are the objectives deployed to each management level to assure individual contribution to achievement?

¢) How does management ensure the availability of resources needed to meet the objectives?

Question 7: Responsibility, authority and communication (5.5)

a) How does top management ensure that responsibilities are established and communicated to people in the
organization?

b) How does communicating quality requirements, objectives and accomplishments contribute to improvement of
the organization's performance?

Question 8: Management review (5.6)
a) How does top management ensure valid input information is available for the management review?

b) How does the management review activity evaluate information to improve the effectiveness and efficiency of the
processes of the organization?

Question 9: Resource management — General guidance (6.1)

a) How does top management plan for resources to be available in a timely manner?

Question 10: People (6.2)

a) How does management promote involvement and support of people for improvement of the effectiveness and
efficiency of the organization?

b) How does management ensure that the competence of people in the organization is adequate for current and
future needs?

Question 11: Infrastructure (6.3)

a) How does management ensure that the infrastructure is appropriate for the achievement of the objectives of the
organization?

b) How does management consider environmental issues associated with the infrastructure?

Question 12: Work environment (6.4)

a) How does management ensure that the work environment promotes motivation, satisfaction, development and
performance of people in the organization?

Question 13: Information (6.5)

a) How does management ensure that appropriate information is easily available for fact-based decision making?

Question 14: Suppliers and partnerships (6.6)

a) How does management involve suppliers in the identification of purchasing needs and joint strategy
development?

b) How does management promote partnership arrangements with suppliers?

Question 15: Natural resources (6.7)

a) How does the organization ensure the availability of necessary natural resources for its realization processes?
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Pitanje 16: Finansijski resursi (6.8)
a) Kako rukovodstvo planira i obezbeduje finansijske resurse, neophodne za odrzavanje efektivnog i
efikasnog sistema menadzmenta kvalitetom i osiguravanje ostvarivanja ciljeva organizacije, kako upravlja

tim resursima i prati ih?

b) Kako rukovodstvo osigurava da postoji svest osoblja u organizaciji o vezi izmedu kvaliteta proizvoda i
troSkova?

Pitanje 17: Realizacija proizvoda — Opste uputstvo (7.1)

a) Kako najvise rukovodstvo primenjuje procesni pristup da osigura efektivno i efikasno funkcionisanje
procesa realizacije i podrske, kao i mreze procesa sa tim u vezi?

Pitanje 18: Procesi koji se odnose na zainteresovane strane (7.2)

a) Kako je rukovodstvo definisalo procese koji se odnose na korisnika, da bi se osiguralo razmatranje
potreba korisnika?

b) Kako je rukovodstvo definisalo procese koji se odnose na ostale zainteresovane strane, da bi se
osiguralo razmatranje potreba i oekivanja zainteresovanih strana?

Pitanje 19: Projektovanje i razvoj (7.3)

a) Kako je najviSe rukovodstvo definisalo procese projektovanja i razvoja, da bi osiguralo da oni
odgovaraju potrebama i oCekivanjima korisnika organizacije i ostalih zainteresovanih strana?

b) Kako se u praksi obavlja menadZment procesima projektovanja i razvoja, ukljuCujuéi i definisanje
zahteva za projektovanje i razvoj i ostvarivanje planiranih izlaznih elemenata?

c) Kako se aktivhosti kao Sto su preispitivanje projekta, verifikacija, validacija i menadzment
konfiguracijama, razmatraju u procesima projektovanja i razvoja?

Pitanje 20: Nabavka (7.4)

a) Kako je najviSe rukovodstvo definisalo procese nabavke radi osiguranja da proizvod koji se nabavlja
zadovoljava potrebe organizacije?

b) Kako se obavlja menadzment procesima nabavke?
c) Kako organizacija osigurava usaglasenost proizvoda koji se nabavljaju od specifikacije do prihvatanja?
Pitanje 21: Proizvodnja i servisiranje (7.5)

a) Kako najviSe rukovodstvo osigurava da se u ulaznim elementima vodi ra¢una o potrebama korisnika i
ostalih zainteresovanih strana?

b) Kako se obavlja menadzment procesima od ulaznih do izlaznih elemenata?
c) Kako se u procesima realizacije razmatraju aktivnosti kao Sto su verifikacija i validacija?
Pitanje 22: Upravljanje uredajima za merenje i pracenje (7.6)

a) Kako rukovodstvo upravlja uredajima za merenje i pracenje, da bi osiguralo tacnost podataka koji se
dobijaju i koriste?

Pitanje 23: Merenja, analize i poboljSavanja — OpsSte uputstvo (8.1)

a) Kako rukovodstvo promoviSe vaznost aktivhosti merenja, analiza i poboljSavanja, da bi se osigurali
rezultati performansi organizacije u zadovoljenju zainteresovanih strana?
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Question 16: Financial resources (6.8)

a) How does management plan, provide, control and monitor the financial resources necessary to maintain an
effective and efficient quality management system and to ensure the achievement of the objectives of the
organization?

b) How does management ensure awareness of people in the organization about the link between product quality
and costs?

Question 17: Product realization — General guidance (7.1)

a) How does top management apply the process approach to ensure the effective and efficient operation of the
realization and support processes and the associated process network?

Question 18: Processes related to interested parties (7.2)
a) How has management defined customer-related processes to ensure consideration of customers’ needs?

b) How has management defined other interested-party-related processes to ensure consideration of interested
parties’ needs and expectations?

Question 19: Design and development (7.3)

a) How has top management defined design and development processes to ensure they respond to the needs and
expectations of the organization's customers and other interested parties?

b) How are design and development processes managed in practice, including the definition of design and
development requirements and the achievement of planned outputs?

c) How are activities such as design review, verification, validation and configuration management considered in the
design and development processes? :

Question 20: Purchasing (7.4)

a) How has top management defined purchasing processes that ensure purchased products satisfy the
organization's needs?

b) How are purchasing processes managed?

c¢) How does the organization ensure conformity of purchased products from specification through to acceptance?

Question 21: Production and service operations (7.5)

a) How does top management ensure that the input to the realization processes takes account of customers’ and
other interested parties' needs?

b) How are realization processes managed from inputs to outputs?

c) How are activities such as verification and validation considered in realization processes?

Question 22: Control of measuring and monitoring devices (7.6)

a) How does management control the measuring and monitoring devices to ensure that correct data are being
obtained and used? '

Question 23: Measurement, analysis and improvement — General guidance (8.1)

a) How does management promote the importance of measurement, analysis and improvement activities to ensure
that the organization's performance results in satisfaction of interested parties?
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Pitanje 24: Merenje i pracenje (8.2)
a) Kako rukovodstvo osigurava prikupljanje podataka za analize, koji se odnose na korisnika, da bi se
dobile informacije za poboljSavanja?

b) Kako rukovodstvo osigurava prikupljanje podataka od ostalih zainteresovanih strana za analize i moguca
poboljSavanja?

c) Kako organizacija koristi samoocenjivanje sistema menadzmenta kvalitetom za poboljSavanje sveukupne
efektivnosti i efikasnosti organizacije?

Pitanje 25: Upravljanje neusaglasenostima (8.3)

a) Kako organizacija upravlja neusaglasenostima procesa i proizvoda?
b) Kako organizacija analizira neusaglasenosti, radi sticanja saznanja i poboljSavanja procesa i proizvoda?

Pitanje 26: Analiza podataka (8.4)

a) Kako organizacija analizira podatke radi ocenjivanja svojih performansi i identifikovanja oblasti za
poboljSavanje?

Pitanje 27: PoboljSavanja (8.5)

a) Kako rukovodstvo Kkoristi korektivne mere za vrednovanje i odstranjivanje registrovanih problema koji
uticu na performanse?
b) Kako rukovodstvo koristi preventivne mere za spreCavanje gubitaka?

c) Kako rukovodstvo osigurava da se koriste metode sistematskog poboljSavanja i alati za poboljSavanje
performansi organizacije?

A.4 Dokumentacija rezultata samoocenjivanja

Postoji mnogo nadina da se uobli¢e pitanja samoocenjivanja, vrednovanja performansi, indikacije nivoa
zrelosti i zapisivanja mogucih akcija poboljSavanja. Jedan od pristupa dat je u tabeli A.2.

Tabela A.2 — Primeri zapisivanja rezultata samoocenjivanja

Odeljak | Pitanje Aktuelna zapazanja o Ocena Mera poboljSavanja
br. performansama
5.2 4a) Nas' proces je bolji nego b!lo .kojl 5 |Ne zahteva se nikakva mera
drugi proces u svetu za ovo pitanje
5.0 4b) Nemamo sistem za ovo pitanje 1 Potreba da se strukturira proces, da se

ovo obuhvati — od KOGA i do KADA

Samoocenjivanje se moze Kkoristiti fleksibilno, u skladu sa potrebama organizacije. Jedan od pristupa bio bi
da se samoocenjivanje obavlja na individualnoj osnovi, za ceo sistem menadZzmenta kvalitetom ili za njegov
deo, a zatim da se pristupa poboljSavanju. Drugi pristup bio bi da medufunkcionalna grupa izvrSi
samoocenjivanje celokupnog sistema menadZmenta kvalitetom ili jednog njegovog dela, posle &ega dolazi
grupno preispitivanje i analiza i, na kraju, konsenzus grupe o utvrdivanju prioriteta poboljSavanja i o planu
mera. Samo od maste i ingenioznosti pojedinaca u organizaciji, koji imaju interesa da ostvare izvrsnost,
zavisi koliko ¢e se samoocenijivanje Koristiti efektivno i efikasno u organizaciji.

A.5 Veza izmedu potencijalnih koristi od ISO 9004 i samoocenjivanja

Postoji mnogo razli¢itih nacina za odluCivanje o tome koje se mere mogu preduzeti kao rezultat
samoocenjivanja. Jedan od pristupa je da se razmotre izlazni elementi samoocenjivanja, zajedno sa
potencijalnim klju¢nim koristima koje se dobijaju od stabilnog sistema menadzmenta kvalitetom. Ovaj pristup
omogucava organizaciji da identifikuje i inicira projekte poboljS8avanja koji potencijalno mogu da daju najvece
koristi organizaciji, zasnovane na prioritetnim potrebama organizacije. Da bi se olakSala primena jednog
ovakvog pristupa, u nastavku se daju primeri potencijalnih koristi po pitanjima iz tatke A.3 i pojedinih
odeljaka osnovnog teksta ovog medunarodnog standarda. Ovi primeri mogu se Koristiti kao pocetne pozicije
za stvaranje liste koja odgovara organizaciji. Primeri mogucih koristi su kao Sto sledi.
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Question 24: Measurement and monitoring (8.2)

a) How does management ensure collection of customer-related data for analysis, in order to obtain information for
improvements?

b) How does management ensure the collection of data from other interested parties for analyses and possible
improvements?

c) How does the organization use self-assessment of the quality management system for improving the overall
effectiveness and efficiency of the organization?

Question 25: Control of nonconformity (8.3)

a) How does the organization control process and product nonconformity?

b) How does the organization analyse nonconformity for lessons learned and process and product improvement?

Question 26: Analysis of data (8.4)

a) How does the organization analyse data to assess its performance and identify areas for improvement?

Question 27: Improvement (8.5)

a) How does management use corrective action for evaluating and eliminating recorded problems affecting its
performance? .

b) ‘How does management use preventive action for loss prevention?

c) How does the management ensure the use of sysfematic improvement methods and tools to improve the
organization's performance? .

A.4 Documentation of self-assessment results

There are many ways to format self-assessment questions to evaluate performance, to indicate maturity ratings and
to record possible improvement actions. One approach is shown in Table A.2.

Table A.2 — Example of the recording of self-assessment resuits

Subclause Qu;ztion Actual performance observations Rating Improvement action
Our process is better than any other process .
52 4a) in the world for this item 5 None required
. Need to structure a process to address
5.2 4b) We have no system for this item 1 this — by WHOM and by WHEN ?

Self-assessment can be used in a flexible way according to the needs of the organization. One approach would be to
perform the self-assessment on an individual basis for all or part of the quality management system and then to
pursue improvement. Another approach would be to have a cross-functional group of people perform self-
assessment on all or part of the quality management system, followed by group review and analysis, then consensus
building to determine improvement priorities and action plans. How self-assessment can be effectively and efficiently
used in an organization is only limited by the imagination and ingenuity of the individuals in the organization who
have an interest in achieving excellence.

A.5 Linking potential benefits of ISO 9004 to self-assessment

There are many different ways to decide what actions should be taken as a result of self-assessment. One approach
is to consider the self-assessment output together with the potential key benefits to be gained from a robust quality
management system. This approach would enable an organization to identify and initiate improvement projects that
would potentially provide the best benefits based on the priority needs of the organization. To facilitate the use of
such an approach, examples of potential benefits are given below relating to the questions in A.3 and to particular
subclauses of this International Standard. These examples may be used as a starting point to construct a list that is
appropriate for the organization. Examples of potential benefits are as follows.
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Korist 1: MenadZzment sistemima i procesima (4.1)

Pruza sistemati¢an i vidljiv naCin za vodenje i funkcionisanje organizacije koji stalno poboljSava performanse.
Korist 2: Dokumentacija (4.2)

Pruza informacije i dokaze podrSke o efektivnosti i efikasnosti sistema menadzmenta kvalitetom.

Korist 3: Odgovornost rukovodstva — Opste uputstvo (5.1)

Osigurava uskladeno i vidljivo delovanje najviseg rukovodstva.

Korist 4: Potrebe i o¢ekivanja zainteresovanih strana (5.2)

Osigurava da sistem menadzmenta kvalitetom izbalansirano razmatra potrebe i ocekivanja svih
zainteresovanih strana, da bi se dobio efektivan i efikasan sistem.

Korist 5: Politika kvaliteta (5.3)

Osigurava da se potrebe svih zainteresovanih strana razumeju i obezbedi pravac vodenja celokupne
organizacije ka vidljivim i oekivanim rezultatima.

Korist 6: Planiranje (5.4)

Prevodi politiku kvaliteta u merljive ciljeve i planira da obezbedi jasnu usredsredenost na vazne oblasti u
celoj organizaciji.

Naglasava ucenje iz prethodnog iskustva.
Korist 7: Odgovornosti, ovlaséenja i komuniciranje (5.5)

Pruza celoj organizaciji uskladen i sveobuhvatan pristup i razjaSnjava uloge, odgovornosti i veze sa svim
zainteresovanim stranama.

Korist 8: Preispitivanje od strane rukovodstva (5.6)

Ukljuuje najviSe rukovodstvo u poboljSavanje sistema menadzmenta kvalitetom.
Ocenjuje da li su ostvareni planovi i ukazuje na odgovaraju¢e mere za poboljSavanje.
Korist 9: Menadzment resursima — Opste uputstvo (6.1)

Obezbeduje raspolozivost odgovarajuéih resursa, tj. osoblje, infrastrukturu, radnu sredinu, informacije, isporu-
Cioce i partnere, prirodne resurse i finansijske resurse, tako da se mogu ostvarivati ciljevi organizacije.

Korist 10: Osoblje (6.2)

Obezbeduje bolije razumevanje uloga, odgovornosti i cilieva na svim nivoima organizacije i poboljSava
uklju€ivanje radi ostvarivanja cilieva poboljavanja performansi.

PodstiCe priznanja i nagradivanje.

Koristi 11, 12, 13 i 15 za: Infrastrukturu (6.3), Radnu sredinu (6.4), Informisanje (6.5) i Prirodne
resurse (6.7)

Obezbeduje efektivno kori§éenje resursa u koje ne spadaju ljudski resursi.

PoboljSava razumevanje ograni¢enja i mogucnosti radi osiguranja da se ostvaruju ciljevi i planovi.
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Benefit 1: Managing systems and processes (4.1)

Provides a systematic and visible way to lead and operate an organization that continually improves
performance.

Benefit 2: Documentation (4.2)

Provides information and supporting evidence of the effectiveness and efficiency ot the quality management
system.

Benefit 3: Management responsibility — General guidance (5.1)

Ensures the consistent and visible involvement of top management.

Benefit 4: Needs and expectﬁtions of interested parties (5.2)

Ensures that the quality management system considers, in a balanced way, the needs and expectations of all
interested parties, to get an effective and efficient system.

Benefit 5: Quality policy (5.3)

Ensures all interested parties’ needs are understood and provides direction to the total organization leading to
visible and expected results.

Benefit 6: Planning (5.4)

Translates the quality policy into measurable objectives and plans to provide clear focus on important areas
throughout the organization.

Enhances learning from previous experiences.

Benefit 7: Responsibility, authority and communication (5.5)

Provides an organization-wide, consistent and comprehensive approach and clarifies roles and responsibilities
and linkages to all interested parties.

Benefit 8: Management review (5.6)
Involves top management in the improvement of the quality management system.

Assesses whether plans have been achieved and indicates appropriate action for improvement.

Benefit 9: Resource management — General guidance (6.1)

Ensures the availability of adequate resources in terms of people, infrastructure, work environment, information,
suppliers and partners, natural resources and financial resources so that the objectives of the organization can
be achieved.

Benefit 10: People (6.2)

Provides better understanding of roles, responsibilities and goals and enhances involvement at all levels in the
organization in order to achieve performance improvement objectives.

Encourages recognition and reward.

Benefits 11, 12, 13 and 15 to: Infrastructure (6.3), Work environment (6.4), Information (6.5) and Natural
resources (6.7) '

Provide for effective use of resources other than human resources.

Enhance understanding of restrictions and opportunities to ensure that objectives and plans are achievable.
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Korist 14: Isporucioci i partnerstvo (6.6)

PodstiCe partnerske odnose sa isporuiocima i ostalim organizacijama radi uzajamne Koristi.
Korist 16: Finansijski resursi (6.8)

Obezbeduje bolje razumevanje odnosa izmedu troSkova i dobiti.

PodstiCe poboljSavanje u pravcu efektivnosti i efikasnosti ostvarivanja ciljeva u organizaciji.
Korist 17: Realizacija proizvoda — Opste uputstvo (7.1)

Strukturira operacije u organizaciji za ostvarivanje Zeljenog rezultata.

Korist 18: Procesi koji se odnose na zainteresovane strane (7.2)

Osigurava da se menadZzment resursima i aktivnostima obavlja kroz procese.

Osigurava da se u celokupnoj organizaciji razumeju potrebe i o¢ekivanja svih zainteresovanih strana.
Korist 19: Projektovanje i razvoj (7.3)

Strukturira procese projektovanja i razvoja da bi se efektivno i efikasno odgovorilo potrebama i ocekivanjima
korisnika i ostalih zainteresovanih strana.

Korist 20: Nabavka (7.4)
Osigurava da su isporucioci u skladu sa politikom i ciljevima kvaliteta organizacije.
Korist 21: Proizvodnja i servisiranje (7.5)

Osigurava postojano zadovoljenje korisnika proizvodnjom proizvoda, pruzanjem usluga i obezbedivanjem
podrSke funkcijama koje zadovoljavaju potrebe i oCekivanja korisnika.

Korist 22: Upravljanje uredajima za merenje i praéenje (7.6)

Osigurava ta¢nost podataka za analize.

Korist 23: Merenje, analize i poboljSavanja — Opste uputstvo (8.1)
Osigurava efektivna i efikasna merenja, prikupljanje podataka i validaciju podataka za poboljSavanje.
Korist 24: Merenje i pracenje (8.2)

Obezbeduje metode merenja i pracenja procesa i proizvoda kojima se upravlja.
Korist 25: Upravljanje neusaglasenostima (8.3)

Obezbeduje efektivno postupanje sa neusaglasenostima proizvoda i procesa.
Korist 26: Analiza podataka (8.4)

Obezbeduje donosenje odluka na osnovu ¢injenica.

Korist 27: PoboljSavanje (8.5)

Povecava efektivnost i efikasnost organizacije.

Usredsreduje se na prevenciju i poboljSavanje, zasnovane na trendovima.
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Benefit 14: Suppliers and partnerships (6.6)

Promotes partner relationships with suppliers and other organizations for mutual benefit.

Benefit 16: Financial resources (6.8)
Provides better understanding of the relationship between cost and benefits.

Encourages improvement towards effective and efficient achievement of the organization's objectives.

Benefit 17: Product realization — General guidance (7.1)

Structures the operations of the organization to achieve a desired result.

Benefit 18: Processes related to interested parties (7.2)
Ensures that resources and activities are managed as processes.

Ensures that all interested parties’' needs and expectations are understood throughout the organization.

Benefit 19: Design and development (7.3)

Structures the design and development processes to respond effectively and efficiently to the needs and
expectations of customers and other interested parties.

Benefit 20: Purchasing (7.4)

Ensures that suppliers are aligned with the organization's quality policy and objectives.

Benefit 21: Production and service operations (7.5)

Ensures sustained customer satisfaction by producing products, delivering services and providing support
functions that meet customers’ needs and expectations.

Benefit 22: Control of measuring and monitoring devices (7.6)

Ensures the accuracy of data for analysis.

Benefit 23: Measurement, analysis and improvement — General guidance (8.1)

Ensures effective and efficient measurement, collection and validation of data for improvement.

Benefit 24: Measurement and monitoring (8.2)

Provides controlled methods for measurement and monitoring of processes and products.

Benefit 25: Control of nonconformity (8.3)

Provides for effective disposition of nonconformity in products and processes.

Benefit 26: Analysis of data (8.4)

Provides for factual decision making.

Benefit 27: Improvement (8.5)
Increases the effectiveness and efficiency of the organization.

Focuses on prevention and improvement based on trends.

117



JUS ISO 9004:2001 © JUs

Prilog B
(informativan)

Proces stalnog poboljSavanja

Strateski cilj organizacije treba da predstavlja ostvarivanje stalnog poboljSavanja procesa, da bi se poboljSale
njene performanse i ostvarila korist za sve zainteresovane strane.

Postoje dva osnovna nacina za stalan proces poboljSavanja:

a) projekti prelomnih promena, koji vode ka reviziji ili poboljSavanju postoje¢ih procesa ili primeni novih
procesa koje obi¢no izvode medufunkcionalni timovi, izvan rutinskih aktivnosti;

b) manja stalna poboljSavanja "korak po korak", aktivhosti koje sprovodi osoblje u okviru postojecih
procesa.

Projekti prelomnih promena obiéno ukljucuju znaéajno ponovno projektovanje postoje¢ih procesa i treba da
obuhvate:

— definisanje ciljeva i skiciranje projekta poboljSavanja;

— analizu postojeceg procesa (onakvog kakav je) i sagledavanje mogucnosti za izmene;
— definisanje i planiranje poboljSavanja procesa;

— primenu poboljSavanja;

— verifikaciju i validaciju poboljSavanja procesa i

— vrednovanje ostvarenog poboljSavanja, ukljuCujuéi steCeno iskustvo.

Projekti prelomnih promena treba da se sprovode na efektivan i efikasan nacin, koristeéi metode
menadzmenta projektima. Posle kompletiranja izmene, novi plan projekta treba da predstavlja osnov za
stalan menadZment procesom.

Osoblje u organizaciji je najbolji izvor ideja za poboljSavanja "korak po korak" ili za stalan proces
poboljSavanja i ¢esto ucestvuje u tome kroz radne grupe. Aktivnostima stalnog poboljSavanja procesa "korak
po korak" treba da se upravlja da bi se razumeo njihov efekat. Osoblju u organizaciji, koje je ukljueno,
treba dati ovlas¢enja, tehniCku podrSku i neophodne resurse za izmene Kkoje su povezane sa
poboljSavanjem.

Stalno poboljSavanje bilo kojom identifikovanom metodom treba da obuhvati sledece.

a) Razlog za poboljSavanje: treba da se identifikuje problem procesa i izvrSi izbor oblasti za poboljSavanje,
navodedi razlog za rad na tome.

b) Aktuelna situacija: treba da se vrednuje efektivnost i efikasnost postojeéeg procesa; treba da se prikupe
i analiziraju podaci o tome koji tipovi problema se najéeSée deSavaju; treba da se izdvoji problem i
definiSe cilj poboljSavanja.

c) Analiza: treba da se identifikuju i verifikuju koreni uzroka problema.

d) Identifikacija moguéih reSenja: treba da se istraze alternativna reSenja; treba da se odabere i primeni
najbolje reSenje, tj. ono koje ¢e eliminisati korene uzroka problema i spreCiti da se problem ponovo
pojavi.

e) Vrednovanje efekata: treba da se potvrdi da su otklonjeni i problem i njegovi koreni uzroka ili smanjeni
njihovi efekti, tako da reSenje funkcioniSe i da je cilj poboljSavanja ostvaren.

fy Primena i standardizacija novog reSenja: treba da se zameni stari proces poboljS8anim procesom i tako
spreCi da se koreni uzroka problema i sam problem ne ponove.

g) Vrednovanje efektivnosti i efikasnosti procesa sa kompletiranjem mera poboljSavanja: treba da se
vrednuje efektivnost i efikasnost projekta i treba da se razmotri koriS¢enje njegovih reSenja svuda u
organizaciji.

Proces poboljSavanja treba da se ponovi za preostale probleme, utvrdujuéi cilieve i reSenja za dalji proces
poboljSavanja.
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Annex B
(informative)

Process for continual improvement

A strategic objective of an organization should be the continual improvement of processes in order to enhance the
organization's performance and benefit its interested parties.
There are two fundamental ways to conduct continual process improvement, as follows:

a) breakthrough projects which either lead to revision and improvement of existing processes or the implementation
of new processes; these are usually carried out by cross-functional teams outside routine operations;

b) small-step ongoing improvement activities conducted within existing processes by people.

Breakthrough projects usually involve significant redesign of existing processes and should include
— definition of the objectives and an outline of the improvement project,

— analysis of the existing process (the “as-is” process) and realizing opportunities for change,

— definition and planning of improvement to the process,

— implementation of the improvement,

— verification and validation of the process improvement, and

— evaluation of the improvement achieved, including lessons learned.

Breakthrough projects should be conducted in an effective and efficient way using project management methods.
After completion of the change, a new project plan should be the basis for continuing process management.

People in the organization are the best source of ideas for small-step or ongoing process improvement and often
participate as work groups. Small-step ongoing process improvement activities should be controlled in order to
understand their effect. The people in the organization that are involved should be provided with the authority,
technical support and necessary resources for the changes associated with the improvement.

Continual improvement by either of the methods identified should involve the following.

a) Reason for improvement: a process problem should be identified and an area for improvement selected, noting
the reason for working on it.

b) Current situation: the effectiveness and efficiency of the existing process should be evaluated. Data to discover
what types of problems occur most often should be collected and analysed. A specific problem should be
selected and an objective for improvement should be set.

¢) Analysis: the root causes of the problem should be identified and verified.

d) Identification of possible solutions: aiternative solutions should be explored. The best solution should be selected
and implemented; i.e. the one that will eliminate the root causes of the problem and prevent the problem from
recurring.

e) Evaluation of effects: it should then be confirmed that the problem and its root causes have been eliminated or
their effects decreased, that the solution has worked, and the objective for improvement has been met.

f) Implementation and standardization of the new solution: the old process should be replaced with the improved
process, thereby preventing the problem and its root causes from recurring.

g) Evaluation of the effectiveness and efficiency of the process with the improvement action completed: the
effectiveness and efficiency of the improvement project should be evaluated and consideration should be given
for using its solution elsewhere in the organization.

The process for improvement should be repeated on remaining problems, developing objectives and solutions for
further process improvement.

119



JUS ISO 9004:2001 © JUs

Da bi se olakSalo uklju€ivanje osoblja u aktivnosti poboljSavanja i rasla svest osoblja o njima, rukovodstvo
treba da razmatra aktivhosti kao $to su:

— formiranje malih grupa i postavljanje voda koje izaberu €lanovi grupe;
— dopustanje osoblju da upravlja svojim radnim mestom i da ga poboljSava i

— usavrSavanje znanja osoblja, iskustva i vestina, kao dela sveukupnih aktivnosti menadzmenta kvalitetom
u organizaciji.
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In order to facilitate the involvement and awareness of people in improvement activities, management should
consider activities such as

— forming small groups and having leaders elected by the group members,

— allowing people to control and improve their workplace, and

— developing people's knowledge, experience and skills as a part of the overall quality management activities of the
organization.
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