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This European Standard was approved by CEN on
8 November 2008.

CEN members are bound to comply with the
CEN/CENELEC Internal Regulations which stipu-
late the conditions for giving this European Stan-
dard the status of a national standard without any
alteration. Up-to-date lists and bibliographical refer-
ences concerning such national standards may be
obtained on application to the CEN Management
Centre or to any CEN member.

This European Standard exists in three official ver-
sions (English, French, German). A version in any
other language made by translation under the re-
sponsibility of a CEN member into its own language
and notified to the CEN Management Centre has
the same status as the official versions.

CEN members are the national standards bodies of
Austria, Belgium, Bulgaria, Cyprus, Czech Republic,
Denmark, Estonia, Finland, France, Germany,
Greece, Hungary, Iceland, Ireland, Italy, Latvia,
Lithuania, Luxembourg, Malta, Netherlands, Nor-
way, Poland, Portugal, Romania, Slovakia, Slove-
nia, Spain, Sweden, Switzerland and United King-
dom.

Foreword

This document (EN ISO 9001:2008) has been pre-
pared by Technical Committee ISO/TC 176 “Qual-
ity management and quality assurance”. This
European Standard shall be given the status of a
national

standard, either by publication of an identical text
or by endorsement, at the latest by May 2009, and
conflicting national standards shall be withdrawn at
the latest by May 2009.

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

This document supersedes EN 1ISO 9001:2000.
According to the CEN/CENELEC Internal Regula-
tions, the national standards organizations of the
following countries are bound to implement this
European Standard: Austria, Belgium, Bulgaria,
Cyprus, Czech Republic, Denmark, Estonia,
Finland, France, Germany, Greece, Hungary, Ice-
land, Ireland, Italy, Latvia, Lithuania, Luxembourg,
Malta, Netherlands, Norway, Poland, Portugal,
Romania, Slovakia, Slovenia, Spain, Sweden,
Switzerland and the United Kingdom.
Endorsement notice

The text of ISO 9001:2008 has been approved by
CEN as EN I1SO 9001:2008 without any
modification.
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Tpe6oBanus

(1ISO 9001:2008)

Hacrtosiwun EBponerickui ctaHgapT Obin NpUHAT
CEN 8 Hosbpsa 2008. B cooTBETCTBMM C MEXAYHAPOA-
HbIM cornaweHusamm be obtained /CENELEC ero une-
Hbl 00513aHbI NPUHATL TPeboBaHMS aHHOrO cTaHdapTa
B Ka4eCTBe HaLMoHanbHOro 6e3 Kakmx-nnmbo nameHe-
Hun. OBHOBMEHME NepeYHs Bubnmorpanyeckux ccbl-
NIOK Ha HaUMOHarnbHble cTaHO4apThl AOMKHO ObITb C
yyacTuem ueHTpansHoro komuteta CEN nnm yneHos
CEN.

HacTtodwun ctangapT cywecTByeT B Tpex Bepcusix
(aHrnunckmn, ppaHLy3CcKUiA, HEMELIKUI SA3bIKN).
[MepeBoabl Ha gpyrue s3blkM  AOMKHbI OblTb NOA Hag-
3opom npeactasutena CEN v gomkHbl nonyyntb
0[00peHne LeHTparnbHOro KOMUTETa Kak aHanorm4yHom
ocmumnansHon Bepcun.

MpeactaButensmn CEN 4BRsitoTCS  HauUMOHanbHble
opraHusaumm no cTaHgapTu3auum ctpaH ABCTpuS,
Benbrus, Bonrapus, Kunp, Yexus, OaHus, OCTOHUS,
OuHnangusa, PpaHuusa, Nepmanna, Mpeumns, BeHrpus,
Wcnangusa, Upnangusa, Utanusa, Nateus, Jlutea, J1ok-
cembypr, ManbeTa, Hugepnanael, Hopserus, lMNMonblua,
MopTyranus, Pymbitua, CroBakus, Cnosenusi, Ucna-
Hug, Weeuus, LLesenuapnsa n BennkobputaHus.

Mpeaucnosune

OT1oT gokymeHT (EN ISO 9001:2008) 6bin1 noaroTos-
neH TexHuveckum Komutetom ISO/TC176 «Ynpasne-
HMe Ka4yeCcTBOM U obecneyeHne KayecTBay.

OT1oT1 EBponencknin CTaHgapT OOJMDKEH NOMNyYnUTb CTa-
TYC HaUMOHanNbHOrO CcTaHgapTa NocpeacTBoOM nyo6nu-
KaLuun NOEHTUYHOro TekcTa He no3aHee mas 2009.
O6pawaeTcs BHMMaHME Ha BO3MOXHOCTb TOrO, 4TO
HekoTopble M3 3anemeHToB 3Toro MexagyHapodHoro
CrangapTta moryT ObITb NPeaMeTOM MaTeHTHbIX npa-
Ba. CEN He HeceT OTBETCTBEHHOCTM 3a onpefeneHme
npaB COGCTBEHHOCTUN B TOM UK MHOW YacTu CTaHdap-
Ta.

3710T pokymeHT 3ameHsieT EN ISO 9001:2000.

B cootBeTcTBMM ¢ CEN/CENELEC mexayHapogHbIM
cornalieHnemM HauuoHarbHble OpraHn3auumn no cTaH-
AapTu3aumm crnegyowmx ctpaH ob6s3aHbl BHEAPUTb
HacTosAwmn EBponericknin CTaHgapT: ABcTpus, bernb-
rna, Bonrapus, Kunp, Yexusa, daHus, OcToHns, PuH-
naHams, ®panuus, Nepmanus, Npeuwnsi, Benrpus, Uc-
nanavs, Npnangusa, Utanus, Nateus, Jlutea, Jok-
cembypr, ManbTa, Hugepnangpl, Hopeerus, MNonbLua,
Moptyranus, PymbiHusa, Cnoakusi, CnoeeHus, Ucna-
Hug, Leeuwns, Lsenuapns n BennkobputaHus.
MoarBepxaeHune

TekcT 1ISO 9001:2008 6bIn ogobpeH CEN kak EN ISO
9001:2008 6e3 kaknx-nnbo n3meHeHun
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Introduction

0.1 General

The adoption of a quality management system
should be a strategic decision of an organiza-
tion.

The design and implementation of an organi-
zation's quality management system is influ-
enced by

a) its organizational environment, changes in
that environment, and the risks associated
with that environment,

b) its varying needs,

c) its particular objectives,

d) the products it provides,

e) the processes it employs,

f) its size and organizational

structure.

It is not the intent of this International
Standard to imply uniformity in the structure of
quality management systems or

uniformity of documentation.

The quality management system requirements
specified in this International Standard are
complementary to requirements

for products. Information marked “NOTE” is for
guidance in understanding or clarifying the
associated requirement.

This International Standard can be used by
internal and external parties, including certifi-
cation bodies, to assess the organization's
ability to meet customer, statutory and regula-
tory requirements applicable to the product,
and the organization's own requirements.

The quality management principles stated
in ISO 9000 and ISO 9004 have been
taken into consideration during the devel-
opment of this International Standard.

0.2 Process approach

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

The application of a system of processes

BBeaeHue
0.1 O6wWwume NonoxeHus

BHeOpeHne cuctembl MeHemKMeHTa KadecTBa
[AOIMKHO ObITb CTpaTerMyeckum peLueHnem opra-
HU3aLUN.

PaspaboTka n BHegpeHue CUCTEMbI MEHEI)KMEH-
Ta KayecTBa OpraHn3aLumn 3aBUCUT OT

a) BHELUHWX YCINOBUIA N U3MEHEHUSX B HUX, pUC-
KOB, CBSI3aHHbIX C BHELLUHUMMW YCIOBUSIMU,

0) nameHsOWMNXCA NoTpebHocTen,

C) KOHKPETHbIX Lienen,

d) npegoctaBnsiemMbIX NPOAYKTOB,
€)Ucnonb3yembix NpoLeccos,

f) pasmepa n CTpyKTypbl OpraHn3auuu.

Hactoawmn MexgyHapoaHbin CTaHOapT He Ha-
BA3bIBAET eauHyto cTpyktypy CMK mnnu egunnyto
OOKYMEHTaLMIO.

TpeboBaHna k CMK, ykaszaHHble B HaCTOSILLEM
MexayHapogHom CtaHgapTe, siBNAOTCA 4OMNON-
HeHnem K TpeboBaHuMsaM K npoayktam. WHdop-
Maumsi, otmedeHHasa kak "TMTPUMEYAHUE", aB-
nseTcs pykoBOACTBOM ANsi MOHUMAHUA unu Ans
pas3bsCHEHNs COOTBETCTBYIOLLEro TpeboBaHus.

9101 MexayHapoaHbii CTtaHgapT MOXeT WucC-
Nonb30BaTbCA BHYTPEHHUMW W BHELUHUMW CTO-
poHaMu, BKIHOYas CepTUMOULMPYIOLLME OpraHbl,
AN OUEHKM CnOCOOHOCTM OpraHusaumm BbINOM-
HATb TpeboBaHMa noTpebuTens, 3akoHoAaTenNb-
Hble TpeboBaHus M TpeboBaHUA caMon opraHu-
3auun.

MpuHUMNbI MEeHegKMeHTa KayecTBa, ycTa-
HoBneHHble B ISO 9000 n ISO 9004, 6binu
yuTeHbl nNpu paspaboTke HacTosiwero Mex-
AyHapogHoro CtaHgapTa.

0.2 NMoaxoa ¢ no3nuun npouecca

Ons pe3ynbTaTMBHOMO (PYHKUMOHMPOBAHMSA Op-
raHM3aumMs [OOfkHa onpedenvTb U ynpaBnsTb
MHOIOYUCNEHHbIMW CBSI3aHHBIMW BUAAMWU  [esi-
TenbHOCTU. [1eATenbHOCTb WM  COBOKYMHOCTb
[e/iCTBUIA, WCMOMb3yloLUME pecypcbl M ynpas-
naemble C UENbld Npeobpas3oBaHUs BXOAHbIX
[aHHbIX B BbIXOAHbIE AaHHble, MOXET paccmar-
pvBaTbCA Kak npouecc. YacTto BbIXxoaHble AaH-
Hble OOHOro npouecca HernocpeacTBEHHO dop-
MUPYHOT BXOAHbIE AaHHbIE CrneayoLLero.

I'IpmmeHeHme CUCTEMBbI NMpoLieCCoOB B paMKax op-
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within an organization, together with the iden-
tification and interactions of these processes,
and their management to produce the desired
outcome, can be referred to as the "process
approach”.

An advantage of the process approach is the
ongoing control that it provides over the link-
age between the individual processes within
the system of processes, as well as over their
combination and interaction.

When used within a quality management sys-
tem, such an approach emphasizes the impor-
tance of

a) understanding and meeting requirements,

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

c) obtaining results of process performance
and effectiveness, and

d) continual improvement of processes based
on objective measurement.

The model of a process-based quality man-
agement system shown in Figure 1 illus-
trates the process linkages presented in
clauses 4 to 8. This illustration shows that
customers play a significant role in defining
requirements as inputs. Monitoring of cus-
tomer satisfaction requires the evaluation of
information relating to customer perception
as to whether the organization has met the
customer requirements. The model shown
in Figure 1 covers all the requirements of
this International Standard, but does not
show processes at a detailed level.

NOTE In addition, the methodology known as
"Plan-Do-Check-Act (PDCA) can be applied
to all processes. PDCA can be briefly de-
scribed as follows.

Plan: establish the objectives and processes
necessary to deliver results in accordance
with customer requirements and the organi-
zation's policies.

Do: implement the processes.

Check: monitor and measure processes and
product against policies, objectives and re-

quirements for the product and report the
results.

Act: take actions to continually improve proc-
ess performance.

raHusauumn, BKMYas: onpegeneHve Mx B3aMmo-
OencTeusa, ynpaesneHne UMW Ang OOCTUKEHUN
Tpebyembix pes3ynbTaTtoB, MOryT ObiTb onpege-
NeHbl Kak "npoueccHbIi nogxon".

MpenmyLLecTBO NPOLECCHOro Mnogxoaa COCTOUT
B OnepaTMBHOM YMNpaBrieHun, KOTopoe OH obec-
neymMBaeT CBSA3bID MeXay WHAMBUAYanbHbIMM
npoLeccamu B npegenax cUMCTeMbl NPOLECCOB, a
TaKkKe Ux KoMBUHaLmen 1 B3aMmMoaencTsnuem.

Bbyayun npumeHeH B pamkax CMK Takonm noaxop
nogvepkMBaeT BaXXHOCTb CrieayroLero:

a) MNOHVMMaHWA U BbINONHEHUSI TpeboBaHWA,

b) HeobxogmMmocTu paccmaTpuBaTb NPOLECCHI B
ycnoBuax 4ob6aBneHHoM LLEHHOCTH,

C) nony4veHus pes3ynbTaToB Mo 3PEKTUBHOCTM U
pes3ynbTaTUBHOCTU NPOLLECCOB, U

d) HenpepbIBHOrO COBEPLUEHCTBOBaHMS MpoLec-
COB, OCHOBaHHOI0O Ha OGBbEKTUBHbBIX U3MEPEHUSIX.

MpoueccHo-opneHTUpoBaHHaa Mogens CMK
npegctaBneHHas Ha pucyHke 1 unnocTpupyet
CBSI3U MPOLIECCOB, OMMUCAaHHbIX B MyHKTax ¢ 4 no
8. Ota unnioctpauusa nokasbiBaeT, YTO NOTpebu-
TEenu UrparoT CYLLECTBEHHYIO porb B onpeaene-
HUM TpeboBaHWM B KavyeCcTBe BXOOHbIX OAHHbIX.
MOHUTOPUHI yOOBNETBOPEHHOCTM NOTpebuTens
TpebyeT oueHKkn nHpopmaumm o6 0co3HaHUK No-
Tpebutenem, BbINOMAHMNA NN OpraHM3auusi ero
TpeboBaHusa. Mogenb, npeactaBneHHas Ha pu-
CyHKe 1, oxBaTbiBaeT Bce TpeboBaHMs HACTOS-
wero MexagyHapogHoro CtaHgapTa, HO He OT-
pakaeT npouecchl Ha AeTanibHOM YPOBHE.

NMPUMEYAHUE kpome TOro, KO BCEM npoueccam
MoXeT ObITb NpYMEeHeHa MeTo[OoNorns, n3BecT-
Haqa kak "lMnaHupyn - Oenan-Mposepan - encr-
Byn" (PDCA). Kpatko PDCA moxeT 6bITb onuca-
Ha cnegytowmnm obpasom.

MnaHupyn:  ycTaHOBUTL LENW W NpoLecchl,
Heobxoaumble Ons AOCTUXEHUSA pesyrib-
TaToB B COOTBETCTBUM C TpeboBaHMAMMU
noTpebuTensa 1 NONUTUKON OpraHM3aunn.

[enan:BHeopuTbL NpoLecchl.

MpoBepsiii: KOHTPONMpOBaTb U U3Me-
PSiTb NPOLLECChl U MPOAYKT MO OTHOLUEHUIO
K Monutuke, UensM u TpeGoBaHUSIM K
NpoayKTy 1 coobwaTtb pe3ynbTaTbl.

Oencteyii: npeanpuHUMaTb OEeNCTBUSA MO He-
NpepbLIBHOMY COBEPLUEHCTBOBAHMUIO MNPO-
LieCccoB.

CTp. 6 n3 39



Continual improvement of
the quality management system

Customer

R YnpakneHue
esource Lo
managomoﬁF Y

|

oTpebutensb

Input

Reguirements

Bxopg,

CospgaHue
npoaykra

TpeboBaHus

Key _—
— = Value-adding activities

» .
Information flow

Figure 1 — Model of a process-based
quality management system

0.3 Relationship with ISO 9004

ISO 9001 and ISO 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.

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

Management
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Puc. 1 — Mogenb ocHoBaHHOM Ha npouec-
cax CUCTeMbl MeHe)KMEeHTa KayecTBa

0.3 OTHoweHusa ¢ ISO 9004

ISO 9001 n ISO 9004 6L paspaboTaHbl
KaKk JornornHswoowme Apyr gpyra crtaHgapThbl
CMK, HO OHM MOryT UCNosib30BaTbLCA U He3a-
BMCUMO.

ISO 9001 onpepensetr TpeboBaHus On4d
CMK, koTopble MOryT ucrnonb3oBaTbCs ANs
BHYTPEHHErO NPUMEHEHUS OpraHn3aunsamu,
cepTuuKauumn, uUnu Ona KOHTPaKTHbIX Le-
nen. OH cdoKycupoBaH Ha pe3yfibTaTUBHO-
ctm CMK npu BbInosiHeHun TpeboBaHuin Mno-
Tpebutens.




At the time of publication of this International
Standard, 1SO 9004 is under revision. The
revised edition of ISO 9004 will provide guid-
ance to management for achieving sustained
success for any organization in a complex,
demanding, and ever changing, environment.
ISO 9004 provides a wider focus on quality
management than ISO 9001; it addresses the
needs and expectations of all interested par-
ties and their satisfaction, by the systematic
and continual improvement of the organiza-
tion’s performance. However, it is not intended
for certification, regulatory or contractual use.

0.4 Compatibility with other man-
agement systems

During the development of this Interna-
tional Standard, due consideration was
given to the provisions of ISO 14001:2004
to enhance the compatibility of the two
standards for the benefit of the user com-
munity.

Annex A shows the correspondence be-
tween ISO 9001:2008 and I1SO
14001:2004.

This International Standard does not in-
clude requirements specific to other man-
agement systems, such as those particu-
lar to environmental management, occu-
pational health and safety management,
financial management or risk manage-
ment. However, this International Stan-
dard enables an organization to align or
integrate its own quality management sys-
tem with related management system re-
quirements. It is possible for an organiza-
tion to adapt its existing management sys-
tem(s) in order to establish a quality man-
agement system that complies with the
requirements of this International Stan-
dard.

1 Scope

1.1 General

This International Standard specifies re-
quirements for a quality management sys-
tem where an organization

Ha momeHT nybnukaumm HacTodlwlero craHgapTa
ISO 9004 nepecmaTtpuBaeTcs. NepecmMoTpeHHas
Bepcus OynoeT pyKOBOACTBOM MO YNpaBIiEHUHO
O JOCTMDKEHUST YCTOMYMBOro ycrexa mnobon
opraHuMsauunm B CIOXHbIX, Pa3BUBAOLLMXCS U U3-
MEHSOLWUXCA BHELWHuX ycnosuax. ISO 9004
npegnaraet 6ornee WMpPoOKMI POKYC Ha ynpasne-
Hue kadectBoM Hexenu ISO 9001; npusbiBaeT
oLEeHMBaTb NOTPEOHOCTU 1 OXNOAHUS BCEX 3aUH-
TepeCcoBaHHbLIX CTOPOH U X YOOBIIETBOPEHHOCTD,
K cMCTeMaTU4eCcKoOMy W HenpepbiBHOMY COBep-
LUEHCTBOBaHMIO opraHudaumm. OgHako, OH He
npegHasHaveH Ans ceptudukaumm mnm Mcnosb-
30BaHUSA B KOHTPaKTHbIX Liensx.

0.4 CoBmMecTMMOCTbL C ApPYrMMU CUC-
TeMaMu MeHea)XMeHTa

B npouecce nepecmoTpa HacTOSLWEro Mex-
AyHapogHoro ctaHgapta 6bina obecneyeHa
cornacoBaHHOCTb TpeboBaHun C ISO
14001:2004 c Tem, 4TOObI YyBENMUYUTL CO-
BMECTMMOCTb 3TUX [BYX CTaHAapToOB Ans
yoobcTBa nosib3oBaTtesiemn.

MpunoxeHne A nokasblBaeT B3aMMOEWNCT-
B 1ISO 9001:2008 n 1ISO14001:2004

Hactoawun MexayHapogHbin CtaHgapT He
BKNtoyaeT TpeboBaHua, crneundunyHble ans
APYrMx CUCTEM YMpaBfeHud, Tuna CBOWCT-
BEHHbIX MEHEKMEHTY OKpyXatoLlen cpenbl,
rMMrMeHbl U OXpaHbl TpyAda, PUCKOB, UK dou-
HaHcoBoMy. OpgHako HactodAwmn MexayHa-
poaHbin CTaHgapT NO3BONSAET OpraHvM3aumnm
corracoBaTtb WUNU UHTerpupoBaTb ee cobCT-
BEHHYI0 CUCTEMY MEHEemKMEHTa KayecTBa C
COOTBETCTBYHOLWMMN TpeboBaHNAMU CUCTEM
ynpaeneHusi. OpraHu3aumsi MOXeT aganTtu-
poBaTb CyLlecTBYylOLY cucTemy(bl) ynpas-
nexHmnsa, 4tobbl yctaHoButb CMK, Bbinon-
HAoWYy TpeboBaHus HacTtoswero Mexay-
HapogHoro CtaHaapTa.

1 O6bnacTtb NnpUMeHeHus

1.1 O6Lwme nonoxeHus

HacTtoawun MexayHapoaHbli cTaHOapT yc-
TaHaBnmBaeT TpeboBaHMS K cucTeMe Me-
He)KMEeHTa KayecTBa, Korga opraHm3auuu:
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a) needs to demonstrate its ability to con-
sistently provide product that meets cus-
tomer and applicable regulatory re-
quirements, and

b) aims to enhance customer satisfaction
through the effective application of the
system, including processes for contin-
ual improvement of the system and the
assurance of conformity to customer
and applicable statutory and regulatory
requirements.

NOTE 1 In this International Standard, the
term "product" applies only to the

a) product intended for, or required by, a
customer.

b) any intended output resulting from the

product realization processes.
NOTE 2 Statutory and regulatory
requirements can be expressed as
legal requirements.

1.2 Application

All requirements of this International Stan-
dard are generic and are intended to be
applicable to all organizations, regardless
of type, size and product provided.

Where any requirement(s) of this Interna-
tional Standard cannot be applied due to
the nature of an organization and its prod-
uct, this can be considered for exclusion.

Where exclusions are made, claims of
conformity to this International Standard
are not acceptable unless these exclu-
sions are limited to requirements within
clause 7, and such exclusions do not af-
fect the organization's ability, or responsi-
bility, to provide product that meets cus-
tomer and applicable regulatory require-
ments.

a) Hy)xgaeTcss B AEMOHCTpaLMM CBOEW Cro-
COBHOCTWN MOCTOSIHHO BbIMyCKaTb NPOAYKT,
COOTBETCTBYHOLWMNN TpeboBaHUsaM noTpe-
omTensa n NPMMEHUMbIM 3aKOHOA4ATENbHbLIM
TpeboBaHuAM, 1

b) ctpemutca yBenuuUTb YyAOBMNETBOPEHUE
notpebutena nytem adpdekTnBHoro npwm-
MEHEeHUs CUCTEeMbl, BKOYas NpOLEeCcChl
HenpepbIBHOrO COBEPLUEHCTBOBAHUSA CUC-
TeMbl U obGecneyeHnss cCOOTBETCTBUS Tpe-
boBaHMaAM noTpedbuTens, a Takke npume-
HAMbIM HOPMAaTMBHbIM W 3aKoHOAaTerlb-
HbIM TpeboBaHMsM.

NMPUMEYAHUE 1 B Hactosdwem Mexay-
HapogHoMm CTtaHpapte TepMmuH "npoaykt"
NPUMEHNM TOSbKO

a) K NpoaykTy, npeaHasHa4yeHHoOMYy unn 3a-
npalumBaemMomy notpebutenem,

0) apyrme BOoCTpebOBaHHbIE BbIXOAHbIE OaH-

Hbl€ N3 NMpoueccoB co3gaHn4a npoayKumnn
NOTE 2 HopmaTusHble 1 perynupytoLime TpeboBaHnsa Mo-
ryT nogpasymeBaTb 3aKoHogaTernbHble TpeboBaHns

1.2 NMpumeHeHune

Bce TpeboBaHua HacToswero MexayHapoga-
Horo CTaHgapTta sBnsTCcs obwumu 1 npu-
MEHMMbI KO BCEM OpraHu3aumsm, He3aBUCU-
MO OT Tuna, pasmepa M MNPOU3BOAMMOrO
npoaykra.

Ecnn kakne-nnbo tpeboBaHua HacTosLLErO
MexayHapogHoro CtaHgapTta He MOryT ObiTb
NPUMEHNMbI UCXOAS M3 NPUpPoabl OpraHu3a-
LUUKM 1 ee NpoayKuumn, OHM MOryT paccMmatpu-
BaTbCS KaK WCKIIOYEHUS.

Ecnu coenaHbl UCKNoYeHUsi, COOTBETCTBUE
TpeboBaHnaM HacToswero MexayHapogHo-
ro CtaHgapta 6ygeTr obecnevyeHo TOSMbKO B
TOM crydae, ecnm 3TN UCKMOYEHUA OrpaHu-
YyeHbl TpeboBaHuAMM pasgena 7, U 3T UC-
KNIOYEHUs He 3aTparnBatoT CnocobHOCTb op-
raHM3aumm n He ocBobOXaalT ee OT OTBET-
CTBEHHOCTU 3a BbINYCK NPOAYKTa, COOTBET-
cTByloLWero TpeboBaHuAM noTpebutena wu
NPUMEHMMbIM 3aKOHOOaTenbHbIM TpeboBa-
HUSIM.



2 Normative reference

The following normative referenced docu-
ment are indispensable for application of
this document.

For dated references, only the edition
cited applies.

For undated references, the latest edition
of the referenced document (including any
amendments) applies.

ISO 9000:2005, Quality management sys-
tems — Fundamentals and vocabulary.

3 Terms and definitions

For the purposes of this International
Standard, the terms and definitions given
in 1ISO 9000 apply.

Throughout the text of this International
Standard, wherever the term "product" oc-
curs, it can also mean "service".

4 Quality management system

4.1 General requirements

The organization shall establish, docu-
ment, implement and maintain a quality
management system and continually im-
prove 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
(see 1.2),

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 proc-
esses,

2 HopmaTuBHas ccblisika

Cne,u,yroume HOpMaTuUBHbIE  CMpaBOYHbIE
OOKYMEHTbI MOoJie3Hbl AJ1A NMPUMEHEHNA 3TOIo
OOKYMEHTa.

[ns aaTMpoBaHHbLIX CCbINOK NPUMEHSNTE Te-
KyLime pegakuuu

HepaTupoBaHHbIE CCbINKM 03HAYaloT CCbIMKM
Ha nocrnegHee wusgaHWe YKa3aHHOro [OKYy-
MeHTa (BKSIKoYas nonpasku).

ISO 9000:2005, Cucmembl MeHeOxMeHma
kayecmea - OCHOBHbIE OJIOXEHUS U Crlo-
e8apb

3 TepMuHbI U onpeaeneHns

Onsa uenen Hactoswero MexayHapogHoro
CrtaHgapTa NpMMEHSIOTCA TEPMUHbBI U onpe-
penenmnsa ISO 9000.

TepMnH "npoaykT" B TEKCTe HacTosALWero
MexgyHapogHoro CtaHgapTa MOXeT O3Ha-
YyaTb TaKxe un "ycnyry".

4 Cncrtema MeHeaA)XMeHTa KayecTBa

4.1 O6bwme TpeboBaHUSA

Opranunsauua gormkHa paspabortatb, OOKY-
MeHTanbHO 0dOpPMUTb, BHEOPWUTb, Noaaep-
XMBaTb CUCTEMY MEHEeIKMEeHTa KadecTBa U
HENpPepbIBHO ynyywaTtb ee pes3ynbTaTuB-
HOCTb B COOTBETCTBUM C TpeOOBaHUAMU Ha-
crosawero MexagyHapogHoro CtaHgapTa.

OpraHunsauusa gormkHa:

a) onpeaenuTb npouecchl, HeobxoauMble
AN CUCTEeMbl MeHe)KMeHTa KadecTBa U
NX NPUMEHEHWNE BO BCEW OpraHn3aLmmn (cm.
1.2),

b) yctaHoBUTL  nocnegoBaTenbHOCTb U
B3aMMOLENCTBME 3TUX MPOLECCOB,

C) YCTaAHOBWUTb KPUTEPUN U METOAbI, rapaH-
TUpYtOLWME, YTO ynpaBrieHWe U KOHTPOSb
STUX MPOLIECCOB OCYLLIECTBMSAOTCA pe-
3ynbTaTUBHO,

d) obecneunTb Hanuune cpeacts u MHKOP-
Maumn, HeobxoouMMbIX ANs  NOAOEPXKKM
OCYLLIECTBMNEHNS 1 MOHUTOPUHra 3TUX NpPO-
LleccoB,
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e) monitor, measure and analyse these
processes, and

f) implement actions necessary to achieve
planned results and continual improve-
ment of these processes.

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

Where an organization chooses to out-
source any process that affects product
conformity with requirements, the organi-
zation shall ensure control over such proc-
esses. The type and extend of control of
such outsourced processes shall be identi-
fied within the quality management sys-
tem.

NOTE 1 Processes needed for the quality
management system referred to above
should include processes for management
activities, provision of resources, product
realization, measurement, analysis and
improvement.

NOTE 2 An “outsourced process” is iden-
tified as one needed for the organization's
quality management system but chosen to
be performed by a party external to the
organization.

NOTE 3 Ensuring control over outsourced
processes does not absolve the organiza-
tion of the responsibility of conformity to all
customer, statutory and regulatory re-
quirements. The type and extent of control
to be applied to the outsourced process
can be influenced by factors such as

a) the potential impact of the outsourced
process on the organization's capability to
provide product that conforms to require-
ments,

b) the degree to which the control for the
process is shared,

c) the capability of achieving the neces-
sary control through the application of 7.4.

e) oCcywecCTBNATb MOHUTOPUHI, N3MEPATb, U
aHanna3npoBaTb 3TU MpoLeccChl, U

f) ocywecTtBnaTb OencTBusa, Heobxoaumble
ANs OOCTWXKEHMST 3anfiaHMpPOBaHHbIX pe-
3yNnbTaTOB W HEMNPEPbLIBHOIO YIyyllEHWUS
3TUX MPOLIECCOB.

OpraHusauusi [ormkHa YnpaensiTb 3TUMM
npoueccamm B COOTBETCTBMM C TpeboBa-
HUsiMM HacTosilwero MexayHapogHoro CTaH-
aapTa.

Ecnn opraHusauuss ucnonb3yeT npoLecchl
no cybnogpsiay, BNUSIOLIME HA COOTBETCT-
BME npoaykTta TpeboBaHWsIM, OpraHu3auus
[AOMKHa obecneynTb KOHTPOMb TakuMX Mpo-
LueccoB. Tun ¥ Benu4YMHa KOHTPOSS TaKux
cybnoapsaHbiX NPOLECCOB  AOMKHbl  ObIThb
onpeneneHbl B pamMkax CUCTEMbl MEHeX-
MeHTa KayecTsa.

NMPUMEYAHUE 1 Tpoueccbl, Heobxoam-
Mble 0N CUCTEMbl MEHeO)XMeHTa KavyecTBa,
YyKa3aHHble Bbille, OOJMKHblI BKNKOYaTb MNPO-
Lecchbl ynpaeneHusi, obecneyeHnss pecypca-
MU, CO3OaHNA NPoAyKTa, U3MEepPEeHUs, aHanuns
N COBEpPLUEHCTBOBAHME.

NMPUMEYAHNE 2 «AyTCcOpCUHroBble npo-
Leccbl» - 3TO HeobxoauMble B cucteMe Mme-
He)KMeHTa KadecTBa NpeanpusTusa npouec-
Cbl, HO ons ©onee COBEPLUEHHOrO UCMOJSTHEe-
HWS NepefaHHble CTOPOHHEWN OpraHM3aLUmu.

NMPUMEYAHUE 3 TapaHTua ynpasneHus
«ayTCOPCUHIOBbIMUY» Npoueccamn He nsbas-
nseT opraHv3auuio OT OTBETCTBEHHOCTM MO
COOTBETCTBUIO TpebOBaHUAM  3aKa34yuKOB,
HOPMaTUBHbLIX M 3aKoHoZaTerlbHbIX. Tun u
BENMMYMHA KOHTPOMA MPUMEHUMOro K «ayT-
COPCUHIOBbLIM» MpoueccaM MOoryT ObiTb 00y-
CNOBIEHbI TaKUMN (pakTopamMu Kak

a) noTeHuuanbHoe BNUSIHUE «ayTCOPCUHIO-
BbIX» MPOLIECCOB Ha CMOCOBOHOCTb OpraHunsa-
UMM MOCTaBMATb COOTBETCTBYHOLLMI Tpebo-
BaHWUAM MNPOAYKT,

b) cTeneHn B KOTOpPOM ynpasfieHne npolecca
pasgeneHo,

C) cnocobHoCTM oOcCywecTBNATbL Heobxoau-
MbI KOHTPOMb NpUMeHsas 7.4
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4.2 Documentation requirements
4.2.1 General

The quality management system docu-
mentation shall include

a) documented statements of a quality pol-
icy and quality objectives,

b) a quality manual,

¢) documented procedures and recordsre-
quired by this International Standard,

d) documents, including records, needed
by the organization to ensure the effec-
tive planning, operation and control of its
processes.

NOTE 1 Where the term "documented
procedure" appears within this Interna-
tional Standard, this means that the pro-
cedure is established, documented, im-
plemented and maintained. A single
document may address the requirements
for one or more procedures. A require-
ment for a documented procedure may be
covered by more than one document.

NOTE 2 The extent of the quality man-
agement system documentation can differ
from one organization to another due to

a) the size of organization and type of ac-
tivities,

b) the complexity of processes and their
interactions, and

c) 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 main-
tain a quality manual that includes

a) the scope of the quality management
system, including details of and justifica-
tion for any exclusions (see 1.2),

b) the documented procedures estab-

4.2 TpeboBaHMA K AOKYMEHTaLMK
4.2.1. O6wume nonoxeHus

,D,OKyMeHTaLI,I/IFl CUCteMbl MeHemIKMEeHTa Ka-
yecTBa OOJKHA BKIHO4YaTb!:

a) JOKYMEHTUPOBAaHHbIE NONIOXEHWUsI MONUTU-
KV 1 Luenern B o6nacTtu ka4yecTsa,

b) pykoBoaCTBO MO KayecTsy,

C) LOKYMEHTUpPOBaHHbIE NpoLeaypbl 1 3anu-
cu, Tpebyemble HacToAwmm MexayHapoa-
HbiM CTaHgapToMm,

d) OOKYMeHTbI, BKMOYasa 3anucu, Heobxoam-
Mble opraHmsaumm ansi obecnedeHus ad-
PEKTUBHOIO MMaHUPOBAHUA, YyrpaBreHns
N KOHTPONSI CBOMX MPOLLECCOB.

NMPUMEYAHUE 1 TloHatne  "OOKyMeEHTU-
poBaHHada npouenypa" B Hactoswem Mex-
AyHapogHom CtaHaapTe O3HadaeT, YTo npo-
ueaypa [OmKHbl ObiTb paspaboTaHbl, AOKy-
MEHTanbHO OQOPMIIEHbI, BHEAPEHbLI M NOA-
aepxumeatbes. OavH OOKYMEHT MOXET Co-
aepxartb TpeboBaHMs K OQHOM MU HECKOIb-
Kum npouenypam. TpeboBaHusi OOKYMEHTU-
POBaHHOW Npoueaypbl MOTyT COAEPXKaTbCS B
HECKOJNbKMX JOKYMEHTaX.

NMPUMEYAHUE 2 BenununHa  OoOKyMeHTa-
umm CMK moxeT ObiTb pasnuyHon ansi opra-
HM3aLUM B 3aBUCUMOCTM OT:

a) pasmepa M Buaa AeATENbHOCTU OpraHu-
3auum,

b) cnoxHocTn npoueccoB n nx B3aumMmoaen-
CTBUN,

C) KOMMETEHTHOCTM NepcoHana.

MPUMEYAHNE 3  [dokyMeHTauuss  MoxeT
ObITb Ha HocuTene nbon gopmbl 1 TUNA.

4.2.2 PykoBOACTBO MO KayecTBY

Opranunsauua gomkHa paspaboratb M noa-
AepxunBatb PykoBoACTBO NO KayecTBy, BKIHO-
Yarolee cneaytoulee:

a) obnactb geunctena CMK, Bskrnoyas noa-
pobHoe onucaHme n obocHoBaHME MOObIX
ncknoYeHnn (cm. 1.2.),

b) OoOKyMeHTMpOBaHHbIE NpoLeaypbl, ycTa-
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lished for the quality management sys-
tem, or reference to them, and

c) a description of the interaction between
the processes of the quality manage-
ment system.

4.2.3 Control of documents

Documents required by the quality man-
agement system shall be controlled. Re-
cords are a special type of document and
shall be controlled according to the re-
quirements given in 4.2.4.

A documented procedure shall be estab-
lished 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 identi-
fied,

d) to ensure that relevant versions of ap-
plicable documents are available at
points of use,

e) to ensure that documents remain legi-
ble and readily identifiable,

f) to ensure that documents of external ori-
gin determined by the organization to be
necessary for planning and operation of
the QMS are identified and their distribu-
tion controlled, and

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

4.2.4 Control of records

Records established to provide evidence
of conformity to requirements and of the
effective operation of the quality manage-
ment system shall be controlled.

The organization shall establish a docu-
mented procedure to define the control

HOBI€HHblE AO51A CUCTeMbl MeHeOXMeHTa
KayecCTBa Ul CCbINTIKN Ha HUX, U

C) onucaHue B3auMoOeNCcTBUS Mexay Mpo-
LeccaMm CUCTEMbl MeHeO)KMeHTa KayecT-
Ba.

4.2.3 YnpaBneHue fOKyMeHTauuen

[OKYMEHTbl CUCTEMbI MEHEI)KMEHTa KayecT-
Ba [OMKHblI ObITb KOHTponupyembimu. [po-
TOKOMbI (3anMcun) — ocobbIN BUA OOKYMEHTOB,
ynpaBreHne nMn pernameHTMpoBaHO B NyHK-
Te 4.2.4.

[lomkHa OblTb BHeApeHa OOKYMEHTMPOBAaH-
Has npouenypa, ycTaHaBnveawowas npasu-
na ynpaeneHus:

a) yTBepXOeHWe [OKYMEHTOB Ha agekeart-
HOCTb Nnepen BbiMyCKOM,

b) aHanu3, nepecmoTp No Mepe Heobxoau-
MOCTM 1 MOBTOPHOE YTBEPXKAEHME,

c) obecnevyeHne uaeHTUDUKaALMM U3MEHE-
HUA N TeKyLlero cratyca nepecmortpa go-
KYMEHTOB,

d) obecneyeHne OENCTBYHOLMMN BEPCUAMMU
COOTBETCTBYHOLUNX OOKYMEHTOB MONb30Ba-
Tenewn,

e) obecneyeHne MOHATHOCTM W MPOCTOThI
naeHTudmkKaumm,

f) Heobxogumble AOns  nnaHUpoBaHUA U
yrnpaBneHns JOKYMEHTbl BHELUHEro Npouc-
XOXOEHUs1 onpederieHbl U KX pacnpo-
CTpaHeHue Nofa KOHTponem, u

g) npegoTBpalleHne  HenpegHaMepeHHOro
MCMOMb30BaHNA YCTAPEBLUNX OOKYMEHTOB,
M COOTBETCTBYHOLLEE UX O0GO3HAYeHne ec-
NN OHW COXPaHSAKTCA ANA Kakux-nnbo ue-
new.

4.2.4 YnpaBneHue npoToKosiaMu KayecTBa

3anucu, ycTaHOBIEHHbIE A5 AEMOHCTpaL MM
COOTBETCTBUA TPebOBaHMAM N pe3ynbTaTue-
Homy ynpasreHnto CMK, gomkHbl 6biTb KOH-
TPONMpPYyEMbIMU.

OpraHmsau,vm OOJKHa BHeOApUTb OOKYMEH-
TUPOBAHHYKO npouenypy cC npasunammn
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needed for the identification, storage, pro-
tection, retrieval, retention time and dispo-
sition of records.

Records shall remain legible, readily iden-
tifiable and retrievable.

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 effec-
tiveness by

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

b) establishing the quality policy,

c) ensuring that quality objectives are es-
tablished,

d) conducting management reviews, and

e) ensuring the availability of resources.

5.2 Customer focus

Top management shall ensure that cus-
tomer requirements are determined and
are met with the aim of enhancing cus-
tomer satisfaction (see 7.2.1 and 8.2.1).

5.3 Quality policy

Top management shall ensure that the
quality policy

a) is appropriate to the purpose of the or-
ganization,

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

c) provides a framework for establishing

yrnpaBJrieHnA KacaTellbHO: VID,eHTVICbVIKaLI,VIVI,
XpaHeHud, 3allnTbl, BOCCTAHOBIIEHUA, YKa-
3aHNA CpoKa XpaHEeHNA N YHUHTOXEHUA.

3anncu OomkHbl OblTb MOHATHBLIMW, WOEHTU-
(bVILI,VIpyeMbIMVI M BOCCTaHaBnMBaeMbIMU

5 OTBeTCTBEHHOCTb pyKoBOACTBa
5.1 Ob6s3aTenbCcTBa PYKOBOACTBA

Bbicluee pykoBOACTBO [AOMKHO npegocTa-
BUTb [JoKasaTenbCTBa MNpUHATBIX 06s3a-
TeNnbCTB B OTHOLWIEHUM pa3paboTkm u BHe-
apeHus CMK n HenpepbiBHOrO COBEPLLEHCT-
BOBaHWSA ee pe3yribTaTUBHOCTU NyTEM:

a) yBeLOMIEHNA OpraHu3auum O BaKHOCTU
BbINOMHEHNA TpeboBaHu notpebutens, a
TaKke HOPMAaTMBHbLIX W 3aKOHOAATENbHbIX
TpeboBaHun,

b) onpegenenus nonutnkn B obnactn kaye-
CTBAa,

c) obecneyeHune TOro, 4YTO LenM B obnacTtu
KayecTBa YCTaHOBIEHbI,

d) npoBedeHna aHanmsa CO CTOPOHbI PYKO-
BOACTBA,

e) obecneyeHUs HanM4ns PecypcosB.

5.2 OpueHTaumsa Ha noTpedbuTtens

Bbicluee pykoBoACTBO LOMKHO obecneyunTsb,
4yTO6bLI TpeboBaHua notpebutens Gbinu on-
peferneHbl U BbIMOMHEHbI C LiENblo yBenuye-
HUSA yOOBNETBOPEHHOCTU NoTpebutensa (cm.
7.21n8.2.1).

5.3 Nonutnka B obnacTu KayecTtBa

Bbicluee pykoBOACTBO LOMKHO obecneyunTsb,
yTOObI MONUTUKA B 0O6NacTu KavyecTsa:

a) cooTBeTCTBOBasna Lensm opraHnsaumm,

b) Bknioyana obsizatenbcTBa COOTBETCTBO-
BaTb TpeboBaHMSIM N HeEMNpepbIBHO COBEp-
LWeHcTBOBaTb pe3yrnbtatuBHocTb CMK,

c) obGecneunBana OCHOBY ANs onpefeneHns
“ aHanusa uenen B 06racTu ka4yecTBa,
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and reviewing quality objectives,

d) is communicated and understood within
the organization, and

e) is reviewed for continuing suitability.

5.4 Planning
5.4.1 Quality objectives

Top management shall ensure that quality
objectives, including those needed to meet
requirements for product [see 7.1 a)], are
established at relevant functions and lev-
els within the organization.

The quality objectives shall be measurable
and consistent with the quality policy.

5.4.2 Quality management system plan-
ning
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 shall ensure that re-
sponsibilities and authorities are defined
and communicated within the organiza-
tion.

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

d) 6bina goBegeHa OO CBEOEHUS U NOHATa B
paMKax opraHusauum,

e) nepecmatpmBanacb Ana obecneyeHus
NOCTOSIHHOrO COOTBETCTBUS.

5.4 NnaHnpoBaHue
5.4.1 Llenn B o6nacTtu KavyecTtBa

Bbicwee pykoBOACTBO AOMKHO obecneyunTb,
4yTOObLI LEenn B obnactu kKayecTBa, BKIOYas
HeobxoouMMble ONs COOTBETCTBUA NPOOYKTA
TpeboBaHusam [cMm. 7.1a)], BbM ycTaHoBMe-
Hbl ONS COOTBETCTBYHOLNX (PYHKUNA U ypOB-
HeWn B paMkax opraHusaumn. Llenn B obnactu
KayecTBa AOMMKHbI ObITb N3MEPUMBIMU U CO-
rmacoBatbCa C MOMUTUKON B obnactu Kaye-
cTBa.

5.4.2 NMnaHupoBaHMe CUCTEMbI MEHEeK-
MeHTa KayecTBa

Bbicluee pykOBOACTBO AOIMKHO rapaHTUpo-
BaTb, YTO

a) nnanupoBaHne CMK ocyuwiecTtBnsietcss ¢
Lenbto BbINONHUTL TpebosaHua n. 4.1, a Tak-
e uenen B obnacTtu kayectsa, U

b) uenoctHoctb CMK nogaepxuBaeTcs npu
NNaHMPOBaHMM N BHEAPEHUN U3MEHEHUN

5.5 OTBeTCTBEHHOCTb, MOJTHOMO4USA U
CBAi3b

5.5.1 OTBeTCcTBEHHOCTb U NONTHOMO4YUA

Bbicluee pykoBOACTBO AOMKHO obecrneynTb,
Y106 OTBETCTBEHHOCTb M MONTHOMOYUSA BbInN
onpeaeneHbl M Oo0BedeHbl OO CBedeHus B
paMKax opraHu3auum.

5.5.2 NpeacraButennb pykoBoacTBa

Bbicluee pyKOBOACTBO [AOMKHO Ha3HauUTb
yrieHa pyKkoBOACTBA, KOTOPLIA MOMUMO ApY-
rMx obsisaHHOCTEN [OO/KEH MMEeTb OTBETCT-
BEHHOCTb M NMOSIHOMOYMS Ansi:
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a) ensuring that processes needed for the
quality management system are estab-
lished, implemented and maintained,

b) reporting to top management on the
performance of the quality 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 liaising with ex-
ternal parties on matters relating to the
quality management system.

5.5.3 Internal communication

Top management shall ensure that appro-
priate communication processes are es-
tablished 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 shall review the organi-
zation's quality management system, at
planned intervals, to ensure its continuing
suitability, adequacy and effectiveness.
This review shall include assessing oppor-
tunities for improvement and the need for
changes to the quality management sys-
tem, including the quality policy and qual-
ity objectives.

Records from management reviews shall
be maintained (see 4.2.4).

5.6.2 Review input

The input to management review shall in-
clude information on

a) results of audits,

a) obecneyeHus Toro, 4ToObI HEOBXOANMBIE
CMK npoueccobl 6biny ycTaHOBMEHbI, BHe-
APEeHbl U NoAAEepPXKNBaNNCh.

b) oTyeTHOCTM  BbICLIEMY PYKOBOACTBY O
cooTtBeTcTBUM CMK 1 ntobon notpedbHoCTH
B COBEpPLUEHCTBOBaHUM, U

c) obGecneyeHns ocBegOMIEHHOCTU OpraHu-
3auum o TpedboBaHusaxX NnoTpedutens.

NMPMMEYAHWME OTBeTCTBEHHOCTb MNpea-
CTaBUTENS PYKOBOACTBA MOXET BKMHOYaTb
nogaepaHme CBA3EN C BHELWHMMU CTOPO-
HbiMM o Bonpocam CMK.

5.5.3 BHyTpeHHAA cBA3b

Bbicliee pykoBoaCTBO JOMKHO obecneyunTnb,
4yTOOblI B OpraHusaumm Obiniv YCTaHOBEHDI
COOTBETCTBYHOLUME NPOLECCHI CBA3U, N YTO-
Obl 3Ta CBA3b OCYLLECTBMSINACh N0 BONpocam
pesynbTaTMBHOCTU CUCTEMbI MEHEIKMEHTA
KayecTBa.

5.6 AHann3 co CTOpPOHbI PYKOBOACTBA
5.6.1 O6wme nonoxeHus

Bbicluee pykoBOACTBO AOSMKHO aHanmM3unpo-
Batb CMK ¢ ycTtaHOBNEeHHON nepunoaunyHo-
CTblO, 4YTOObI Obecneyntb ee NOCTOSIHHOE
COOTBETCTBME, AAEKBATHOCTb W peasynbTa-
TUBHOCTb. OTOT aHanu3 OOSHKEeH BKMOYaTb
OLIEHKY BO3MOXHOCTEN COBEPLUEHCTBOBAHUS
n Heobxogmmoctn mameHenmn CMK, Bknto-
Yyas NoONUTKKY B 06nacTu KadecTsa U Lenu B
obnactu kayecTBa.

[omkHbl BecTUCb NPOTOKONbI aHanusa co
CTOPOHbI pyKoBoACTBa (CM. 4.2.4).

5.6.2 BxogHble gaHHbIe Aong aHanusa

BxogHble faHHble Ans aHanu3a Co CTOPOHbI
PYKOBOACTBA [AOSMKHbI BKIOYaTh creayto-
LLYHO NHpopMaLnIO:

a) pesynbTaTbl ayguToB,
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b) customer feedback,

c) process performance and product con-
formity,

d) status of preventive and corrective ac-
tions,

e) follow-up actions from previous man-
agement reviews,

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

g) recommendations for improvement.

5.6.3 Review output

The output from the management review
shall include any decisions and actions re-
lated to

a) improvement of the effectiveness of the
quality management system and its
processes,

b) improvement of product related to cus-
tomer requirements, and

C) resource needs.

6 Resource management
6.1 Provision of resources

The organization shall determine and pro-
vide the resources needed

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

b) to enhance customer satisfaction by
meeting customer requirements.

6.2 Human resources
6.2.1 General

Personnel performing work affecting prod-
uct quality shall be competent on the basis
of appropriate education, training, skills
and experience.

b) obpaTtHas cBA3b C noTpedbuTenem,

C) pesynbTaTMBHOCTb MPOLECCOB W COOT-
BETCTBME MPOAYKTA,

d) crtaTyc npeaynpexgarowmx U KOPPeKTu-
pyOLWKUX ENCTBUN,

e) AencTBMs, nocnenoBaBlUMe 3a npeabl-
AYWMMU aHanmM3aMmym CO CTOPOHbI PYKOBO-
ACTBa,

f) wnameHeHusa, kotopble mornu Obl NoBnK-
ATb Ha CUCTEMY MEHEe)KMEHTa KadecTBa, 1

g) pekomeHaaLmmn Mo COBEPLLEHCTBOBAHMUIO.

5.6.3 BbixogHble AaHHble aHanu3a

BbIxoaHble faHHbIE aHanmM3a cO CTOPOHbI py-
KOBOLCTBA [OSMKHbl BKMNHOYaTb peLleHuss u
JEencTBuSA, CBA3aHHbIE C:

a) COBEpLUEHCTBOBAHMEM  pe3yribTaTUBHO-
CTV CUCTEMbI MEHE)KMEHTa KayecTBa U ee
NpoLieccos,

b) coBepLieHCTBOBaHMEM MpogykTa cornac-
HO TpeboBaHuAM noTpebuTens,

C) noTpebHOCTLIO B pecypcax.

6 YnpaBneHue pecypcamu

6.1 Ob6ecneyeHne pecypcamm

OpraHmnsauusa gormkHa onpegenuTts M obec-
neyYnTb pecypcbl, Heobxoanmble Ans:

a) BHegpeHus n nopgpepxaHms CMK n He-
NPEpPLIBHOrO COBEPLUEHCTBOBaHUS ee pe-
3yNnbTaTUBHOCTHU, W

b) yBenuyeHns yaoBneTBOPEHHOCTU NOTpe-
ouTensa nytem BbINOSHEHUA ero TpeboBa-
HUN.

6.2 NMepcoHan
6.2.1 O6wme nonoxeHus

[MepcoHan, BbiNOMHAKWMA paboTy, BRUsIO-
LYK Ha KayecCcTBO NpPOAYyKTa, AOSMKEH ObiTb
KOMMETEHTHbIM Ha OCHOBE COOTBETCTBYHOLLE-
ro obpasoBaHus, 06y4yeHus, HaBbIKOB W Orbl-
Ta.
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6.2.2 Competence, awareness and
training

The organization shall

a) determine the necessary competence
for personnel performing work affecting
product quality,

b) where applicable, provide training or
take other actions to achieve the neces-
sary competence,

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 educa-
tion, training, skills and experience (see
4.2.4).

6.3 Infrastructure

The organization shall determine, provide
and maintain the infrastructure needed to
achieve conformity to product require-
ments. Infrastructure includes, as applica-
ble

a) buildings, workspace and associated
utilities,

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

C) supporting services (such as transport,
communication or information system).

6.4 Work environment

The organization shall determine and
manage the work environment needed to
achieve conformity to product require-
ments.

NOTE The term “work environment”
relates to those conditions

under which work is performed

including physical, environmental and

6.2.2 KOMNneTeHTHOCTb, OCBEAOMJIEH-
HOCTb U OOy4YeHune

OpraHusauus gormkHa:

a) onpeaenaTb HEOBXOaUMbIA YPOBEHL KOM-
NEeTEHTHOCTM ANs nepcoHana, paboTa Ko-
TOPOro BNUSIET Ha KA4eCTBO NPOAYKTA,

b) roe npumeHnmo obecnednBaTtb 06y4YeHUe
uwnn npegnpuHUMaTb  gpyrve  OencTBus
Ana OOCTWXKeHns TpebyemMon KOMMETEeHT-
HOCTW,

C) oueHuBaTb pe3yrbTaTUBHOCTL Npeanpu-
HATbLIX JeNCTBUN

d) ybegouTtbCcs, YTO COTPYOHUKM MOHMMAOT
3HAYMMOCTb U BaXXHOCTb CBOEWN OeATenb-
HOCTW N CBOEro BKNada B O