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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conflicting national standards shall be withdrawn at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.
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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.
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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

11



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 OOCTUXEHME Lie-
nen B obnactu KayecTBsa,

e) nogaepXmBaTb COOTBETCTBYHOLLME 3ANUCH
O MNOny4YeHHbIX 06pasoBaHUW, TPEHUHrE,
HaBblkax 1 onbiTe paboThl (CM. 4.2.4).

6.3 UndpacTpykTypa

OpraHunsauusa gormkHa onpenenntb, obecne-
YNTb M NOAAEPXKUBATL MHAPPACTPYKTYPY, He-
obxoanmyo Ona  COOTBETCTBUA NpoayKTa
TpeboBaHnsaMm. NHdpacTpykTypa, BKIOYaeT,
ecnv NpMMeHNMO:

a) 3gaHusa, pabodee MeCTo U CONYTCTBYHO-
Lme cnyxbsil,

b) obopynosaHve gna npoueccoB (kak Mma-
TepuanbHyl 4acTb, Tak M NporpammMmHoe
obecneyeHune), n

C) BcnomoraTesnbHble YyCcnyrn (TakMe Kak
TPaHCMOpPT, CBA3b WM UH(OPMALNOHHYH
cuctemy).

6.4 Pabouas cpena

OpraHusauusa gormkHa onpenenvtb U ynpas-
naTtb pabouven cpegon, Heobxogumown Ans
AOCTMXXEHUA COoOoTBETCTBUA TpeboBaHMAM K
NpoayKTy.

NMPUMEYAHUE. MNoHaTne «paboyvasa cpena»
KacaeTcsd yCroBui, B KOTOPbIX BbIMOMHAETCS
paboTa Bkno4as uUanYeckme N OKpyxato-
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other factors (such as noise, temperature,
humidity, lighting or weather).

7 Product realization

7.1 Planning of product realization

The organization shall plan and develop
the processes needed for product realiza-
tion. Planning of product realization shall
be consistent with the requirements of the
other processes of the quality manage-
ment system (see 4.1).

In planning product realization, the organi-
zation shall determine the following, as
appropriate:

a) quality objectives and requirements for
the product,

b) the need to establish processes, docu-
ments, and provide resources specific to
the product,

c) required verification, validation, monitor-
ing, measurement, 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 re-
sulting product meet requirements (see
4.2.4).

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

NOTE 1 A document specifying the proc-
esses of the quality management system
(including the product realization proc-
esses) 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 devel-
opment of product realization processes.

Len cpenbl hakTopbl (Takne Kak Lwym, TeMm-
nepatypa, BMaXXHOCTb, OCBELLUEHWE MW MO-
rogHble ycrioBus)

7 Co3paHue npoaykTa

7.1 MnaHnpoBaHMe co3aaHnsa Npoayk-
Ta

OpraHunzauusa gorkHa nnaHupoBaTb U pas-
pabaTbiBaTb Npouecchbl, Heobxoanmble ANs
cos3gaHus npopaykra. [MnaHupoBaHue npo-
LLecCoB CO3[aHusa OOIMKHO BbITb cornacoBsa-
HO ¢ TpeboBaHuamn apyrmx npoueccos CMK
(cm.4.1).

MnaHupys co3aaHue nNpoaykTa, opraHusaums
AOMKHa onpeaensTb C Yy4eTOM Lienecooob-
pasHOCTM criegytoLlee:

a) uenu B obnacTtu kayectBa n TpeboBaHUs
K MpOoAaykKTy,

b) HeobxogumocTb B paspaboTke npouec-
COB M OOKYMeHTOB, obecneyeHun pecyp-
camu, xapakTepHbIMK AN NpoaykTa,

c) Tpebyemyi OeaTenbHOCTb MO MpoBepke,
YTBEPXOEHUIO, MOHUTOPUHIY, U3MEPEHU-
SIM, KOHTPOMK M WUCMbITAHUSM, KOTOpble
XapakTepHbl ANs NPoAyKTa, U KpUTepuu
NPUEeMKM NPOAYKTa,

d) sanucu, nogTBEpXAaroLmMe, YTO npouec-
Cbl CO3[aH1sA N rOTOBbIM NPOAYKT COOTBET-
CTBYIOT TpeboBaHusM (CM. 4.2.4).

BbIxOAHblE OaHHblE TaKOro MraHUpoBaHUSA
AOMMKHbI BbITb B (hOpMe, COOTBETCTBYIOLLIEN
crnocoby yHKLUNOHNPOBAHMSA OpraHn3aunmn.

NMPUMEYAHUNE 1 [JokymeHT, onucbiBato-
wun npoueccol CMK (Bkntovass npoueccsl
cO3fdaHus npoaykra) M pecypcbl, WUCMNOSb-
3yemble OS5 KOHKPEeTHOro NpoAayKTa, NpoeKkTa
UNM KOHTpakTa, MoXeT ObITb npeacraBneH
Kak nnaH KayecTBa.

MPUMEYAHNE 2  OpraHusaums MOXeT
NpUMeHsTb Takke TpeboBaHus n. 7.3 K pas-
paboTke nNpoLeccoB Co3aaHNAa NPOAYKTa.
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7.2 Customer-related processes

7.2.1 Determination of requirements re-
lated 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 cus-
tomer but necessary for specified or in-
tended use, where known,

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

d) any additional requirements considered
necessary by the organization.
NOTE Post-delivery activities include, for
example, actions under warranty provi-
sions, contractual obligations such as
maintenance services, and supplementary
services such as recycling or final dis-
posal.

7.2.2 Review of requirements related to
the product

The organization shall review the require-
ments 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 or-
ders, 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 re-
solved, 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 (see 4.2.4).

7.2 Mpouecchbl, cBA3aHHbIe C NOTpeou-
Tenem

7.2.1 OnpepeneHue TpeboBaHUW K MNpo-
AYKTY
OpraHusauus gomkHa onpeaennThb:

a) TpeboBaHWsl, OroBOpeHHblE NOTpebute-
nem, Bkrovas TpeboBaHUA K OesATernbHO-
CTM MO nocTaBke W nocriegywowemy o6-
CNYXUBaHUIO,

b) TpeboBaHusa, kOTOpble He yKasaHbl MO-
Tpebutenem, HoO HeobxoauMbl Ans Npeny-
CMOTPEHHOIrO WNM npegnonaraemoro Wuc-
Nonb30BaHWSA, ecnn onpeaenexHo,

C) YCTaHOBMEHHble U  3akoHoAaTerbHble
TpeboBaHUs, OTHOCALUMECS K NPOAYKTY, U

d) nobble pononHuTenbHble TpeboBaHus,
HeobxoavMble opraHn3aunm.

NMPUMEYAHUE [locnenpogaxHoe o6Cny»Xu-
BaHWe BKNOYaeT, Hanpumep, rapaHTUNHOE
obcnyXmMBaHWe, KOHTPaKTHble 06A3aTenbCT-
Ba NO PEMOHTY M AOMNOSTHUTENBHOMY CEpPBUCY
Kak: MNOBTOPHOE WCNOSib30BaHME OTXO40B
UIN YHUYTOXEHME (3aXOPOHEHNE)

7.2.2 AHanu3 Tpe6oBaHUM K NPOAYKTY

OpraHusaumst [ofmKkHa npoaHanu3MpoBaTb
TpeboBaHUs, OTHOCALUMECS K MPOAYKTY.

Takoi aHann3 JOMKeH NPoBoAUTLCA A0 Npu-
HATUSA opraHusaumen obs3aTenbCcTB Mo MNo-
cTaBke npoaykta notpebutento (Hanpumep,
[0 Nofayv TEHAEPOB, 3aKIHYEHUSI KOHTPaK-
TOB MNU NPUHATUS 3aKas3oB, NPUHATUSA U3Me-
HEHMI K KOHTPaKTaM Unu 3akasam) 1 OOMKeH
rapaHTUpoBaTb, YTO:

a) TpeboBaHWUA K NPOAYKTY onpenereHsbl,

b) TpeboBaHnsa kOHTpakTa wnu 3akasa, OT-
nuyarowmecss ot copMynmMpPoOBaHHbIX pa-
Hee, yperynmpoBaHbl, 1

C) opraHmsauus crnocobHa BbIMNOMHUTL YKa-
3aHHble TpeboBaHus.

PesynbTatbl aHanuMsa n nocnegylowmx gen-
CTBUM OOSTKHbI AOKYMEHTaNbHO 0hopMNATb-
ca (cm. 4.2.4).
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Where the customer provides no docu-
mented statement of requirement, the cus-
tomer 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 cata-
logues or advertising material.

7.2.3 Customer communication

The organization shall determine and im-
plement effective arrangements for com-
municating 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 Design and development planning

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

During the design and development plan-
ning, 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 inter-
faces between different groups involved in
design and development to ensure effec-
tive communication and clear assignment
of responsibility.

Ecnn notpebutenb He npegoctaBun LOOKy-
MEHTMPOBaHHble TpeboBaHus, TpeboBaHUs
notpebutena OomkHbl ObiTb NOATBEP)KAEHDI
opraHusauunen oo Ux NpUHATUS.

Ecnn TpeboBaHusi K NpoOyKTy W3MEHEHBbI,
opraHmsaumnsa gomkHa obecneynTtb, YTOObI
COOTBETCTBYHOLAA OOKyMeHTauusi Obina ms-
MeHeHa, a nepcoHan ©Obin ocBegomneH o6
N3MEeHeHHbIX TpeboBaHMsAX.

NMPUMEYAHUNE B HekoTopbIX crniyyasix,
Kak npogaxa no WHTepHeTy, dpopmarnbHbIn
aHanuM3 HenpakTU4eH AN Kaxgoro 3akasa.
Torga aHanuM3 MOXeT oOxBaTblBaTb TaKyk
MHOPMaUNIO, KaK KaTarnoru unu peknamy.

7.2.3 CBA3b ¢ noTpebuTtenem

OpraHunzauus [orkHa onpegenuTb U BHe-
ApuUTb apdeKkTBHbIE CpeacTBa CBA3W C MO-
TpebntensaMmm oTHOCUTENBLHO:

a) MHdopMauuKn o NPoaykKTe,

b) paccMoTpeHust 3anpocoB, KOHTPAKTOB MUK
3aKa30B, BKIHOYaAs AOMOSHEHUS K HUM, U

C) obpaTHOM CBA3WM OT noTpedbutenen, BKIO-
Yyas npeTeH3un notpedbutenen.

7.3 NMpoeKkTupoBaHue u paspaboTka

7.3.1 NMnaHupoBaHMe NPOEKTUPOBAHUA U
pa3paboTku

OpraHuzauua OormkHa nnaHupoBatb U
ynpaBnsiTb NPOEKTUpOBaHNWEM U pa3spaboT-
KOW NnpoayKTa.

Mpy NNaHMPOBaHUM NPOEKTUPOBAHUS U pas-
paboTKM opraHn3auns 4OMKHA ONpeaenuTb:

a) aTanbl NPOEKTUPOBAHNA N pa3paboTKy,

b) aHanus, NpoBepKy 1 YTBEPXAEHWNE, KOTO-
pble COOTBETCTBYIOT KaAOMy W3 3TaroB
NPOEKTUPOBAHUS M pa3paboTku, 1

C) OTBETCTBEHHOCTb M MOJSTHOMOYMS MO MpPO-
eKTUPOBaHUIO 1 paspaboTke.

OpraHusauusa [orkHa ynpasnaTb B3auMMo-
AENCTBMEM MeXAY pPasfnUYHbIMU rpynnamu,
BOBII€YEHHBIMW B MPOEKTUPOBAHME U paspa-
00TKy, 4TOObLI ObecneynTb 3PPEKTUBHYIO
CBA3b W 4YeTKoe pacnpepeneHne obs3aHHO-
cTen.
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Planning output shall be updated, as ap-
propriate, as the design and development
progresses.

NOTE Design and development review,
verification and validation have distinct
purposes. They can be conducted and re-
corded separately or in any combination,
as suitable for the product and the organi-
zation.

7.3.2 Design and development inputs

Inputs relating to product requirements
shall be determined and records main-
tained (see 4.2.4). These inputs shall in-
clude

a) functional and performance require-
ments,

b) applicable statutory and regulatory re-
quirements,

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

d) other requirements essential for design
and development.

These inputs shall be reviewed for ade-
quacy. Requirements shall be complete,
unambiguous and not in conflict with each
other.

7.3.3 Design and development outputs

The outputs of design and development
shall be provided in a form suitable for
verification against the design and devel-
opment 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 pur-
chasing, production and for service pro-
vision,

c) contain or reference product accep-
tance criteria, and

lMnaHnpyemble BbIXOAHbLIE OAHHbIE AOSMKHbI
0OHOBNATLCA NO Mepe BbINOMHEHUS paboT
Nno NPOEeKTUPOBaHNIO U pa3paboTke.

NMPUMEYAHWE AHanus, npoBepku 1 yTBep-
XOEHUs B NPOEKTUPOBaHUM 1 paspaboTkax
UMEKT nHamBuayanbeHble uenu. OHn MoryT
ObITb NPOBEAEHbI U AOKYMEHTUPOBAHbI OT-
AENbHO UK B NtobbiX KOMBUHALMAX, Kak
yOooOHO Ans NpoAyKuMM 1 opraHu3aumm

7.3.2 BxoaHble AaHHble NPOEKTUPOBaHUS
M pa3paboTtku

BxogHble gaHHble, Kacatowmecs TpeboBaHum
K MPOAYKTY, AOMXKHblI ObITb onpegeneHbl U
AOKYMeHTanbHo odoopmneHbl (cMm. 4.2.4).
OHu JOMMKHbI BKNOYaTh:

a) (PyHKUMOHamNbHblEe M 3KCnslyaTauuoHHbIe
TpeboBaHus,

b) npumeHuMbIE yCTaHOBIIEHHbIE N 3AKOHO-
naTtenbHble TpeboBaHua,

C) NPUMEHUMYI0 MHPOPMALUIO, NOSTYYEHHYHO
Npu OCYLLEeCTBIeHNN nodobHbIX npeabl-
AYLLUX NPOEKTOB, U

d) apyrve TpeboBaHus, CyLLECTBEHHbIE ASS
NPOEKTUPOBaHUS 1N pa3paboTKu.

OTM BXOAHbIE OaHHble AOSKHbl ObITb MpPO-
aHanM3npoBaHbl Ha afekBaTHOCTb. Tpebo-
BaHUS OOMMKHblI ObITb MOMHBIMWU, OAHO3HAaM-
HbIMW 1 HEMNPOTUBOPEYMBLIMU.

7.3.3 BbIxogHble AaHHble NPOEeKTUpoBa-
HUA U pa3paboTkn

BbixogHble OaHHbIE MPOEKTMPOBAHUS U pas-
paboTkn [OOMmKkHbl ObiTb NPeacTaBfieHbl B
dopme, yaobHoM Ons cpaBHEHUS C BXOLHbI-
MW OaHHbIMU U OOMKHbI ObiITb 0400pPEHbI ne-
pen BbIMyCKOM.

BbixoaHble AaHHble NPOEKTUPOBaHMSA U pas-
pabOTKM OOIMKHbI:

a) COOTBETCTBOBaTb BXOAHbLIM AaHHbIM MpO-
eKTUpOBaHUA 1 pa3paboTku,

b) maBaTb COOTBETCTBYIOLLYHO MHOPpMaLMIO
AN 3aKynok, Npon3BoAcTBa 1 0b6CcnyxuBa-
HUS,

C) coaepxaTb UIN CCbINaTbCA Ha KpUTEpUn
NPUEMKM NPOAYKTa, U
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d) specify the characteristics of the prod-
uct that are essential for its safe and
proper use.

NOTE Information for production and ser-
vice provision can include details for the
preservation of product.

7.3.4 Design and development review

At suitable stages, systematic reviews of
design and development shall be per-
formed in accordance with planned ar-
rangements (see 7.3.1)

a) to evaluate the ability of the results of
design and development to meet re-
quirements, 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 (see 4.2.4).

7.3.5 Design and development verifica-
tion

Verification shall be performed in accor-
dance with planned arrangements (see
7.3.1) to ensure that the design and de-
velopment outputs have met the design
and development input requirements. Re-
cords of the results of the verification and
any necessary actions shall be maintained
(see 4.2.4).

7.3.6 Design and development
validation

Design and development validation shall
be performed in accordance with planned
arrangements (see 7.3.1) to ensure that
the resulting product is capable of meeting
the requirements for the specified applica-
tion or intended use, where known. Wher-
ever practicable, validation shall be com-

d) onpenenaTb XapakTEPUCTUKM MpPOAYyKTa,
KOTOpble SBMSAOTCA CYLECTBEHHbIMU OIS
ero 6e3onacHoro u Hagnexallero Ucrosb-
30BaHMA.

NMPUMEYAHWE WHdopmauma ans npowus-
BOACTBa M OBCHY>XMBaHUS MOXET BKIHOYMaTb
yKa3aHnsa N0 COXPaHEHWIO NPoayKTa.

7.3.4 AHanu3 npoekTa u pa3paboTku

Ha cooTBeTCcTBYOLWMX 3Tanax AOMKHbI Npo-
BOOUTbCA CUCTEMaTMYeCcKue aHanu3bl npo-
eKTMpoBaHUsA 1 pa3paboTkn B COOTBETCTBUM
C 3annaHvpoBaHHLIMW MEPONPUATUAMU (CM.
7.3.1) onsa Toro, 4YTo6bLI:

a) OLEHUTb CNOCOOHOCTb pes3ynbTaToB MpPo-
EeKTUPOBaHUA 1 pa3paboTKm COOTBETCTBO-
BaTb TpeboBaHusAM,

b) onpepenutb BCe nNpobnembl M npegno-
XWUTb HEOOXO0AMMbIEe OENCTBUS.

B Takom aHanu3e [OMKHbI Yy4YacTBOBaTb
npeacraBuTenn, 4Ybs OeATEeNbHOCTb UMmeeT
OTHOLLEHME K aHanua3npyembiM aTanam npo-
eKTUpoBaHua U1 paspaboTkn. PesynbTathbl
aHanusa v nocnegyowmx 4encTBUmn SOMKHbI
OblTb [QOKYMEHTanbHO odopmneHbl  (CMm.
4.2.4).

7.3.5 NMpoBepka npoeKkTa u pa3padboTku

[MpoBepka OomKHA BbINOMHATLCA B COOTBET-
CTBUU C 3anfaHWPOBaHHbIMU MepOonpuUATUA-
Mu (cm. 7.3.1), 4nga rapaHTUM TOro, YTO Bbl-
XOOHble [aHHble NPOEKTMPOBAHUS U pa3pa-
BOOTKM COOTBETCTBYKOT BXOAHbIM TpeboBaHu-
AM. PesynbTaTbl NpOBEPKN U NocrneayroLmnx
AENCTBUA  O0SMKHbl  ObITb  JOKYMEHTarnbHO
odopmneHsbl (cm. 4.2.4).

7.3.6 YTBepxaeHue npoekta un
pa3paboTku

YTBEpXXAEHNE NPOEKTUPOBaHUSA U pa3paboT-
KW OOJKHO BbINOMHATLCA B COOTBETCTBUM C
3annaHnpoBaHHbIMKU  MePONPUATUAMU  (CM.
7.3.1), Ona rapaHTUM COOTBETCTBUSA KOHEY-
HOro npoAaykTa npeaycMOTpeHHoMy (npea-
nonaraemMomy) NpUMEHEHUI0, eCrlini OHO W3-
BeCTHO. [1o BO3MOXHOCTW, YyTBEPXAEHME
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pleted prior to the delivery or implementa-
tion of the product. Records of the results
of validation and any necessary actions
shall be maintained (see 4.2.4).

7.3.7 Control of design and develop-
ment 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 de-
sign and development changes shall in-
clude 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 (see 4.2.4).

7.4 Purchasing
7.4.1 Purchasing process

The organization shall ensure that pur-
chased product conforms to specified pur-
chase requirements. The type and extent
of control 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 organiza-
tion's requirements. Criteria for selection,
evaluation and re-evaluation shall be es-
tablished. Records of the results of
evaluations and any necessary actions
arising from the evaluation shall be main-
tained (see 4.2.4).

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,

JOMKHO ObITb 3aKOHYEHO A0 MNOCTaBKM UIKU
npumMeHeHnsa npopaykta. Pesynbtatbl yTBEp-
XOEHUST U nocneayrwmx AonoSTHUTENbHbIX
AENCTBUA [OOMKHbl OblTb  AOKYMEHTanbHO
ogoopMneHbl (cMm. 4.2.4).

7.3.7 YnpaBneHne U3aMeHeHUsiMu npu npo-
€KTUpOoBaHUN 1 paspaboTke

M3meHeHua npu nNpoekTnpoBaHun n paspa-
60TKE OOMKHbI OblTb MAEHTUMOULMPOBAHHbI-
MW U OOKYMEHTanbHO OopMneHHbIMU. W3-
MEHEeHUs OOMKHbl BbITb NPOAHaNN3NPOBaHbI,
NPOBEPEHbI N YTBEPXKAEHbLI B COOTBETCTBUM C
yCTaHOBMEHHbIMM NpaBunamun, n oaobpeHbl
nepen BHegpeHnem. AHann3 N3MeHeHun npu
NpoekTupoBaHnMn U paspaboTke OO0SKeH
BKMNtOYaTb OLEHKY BIUSAHUA W3MEHEHUA Ha
yXXe NocCTaBfeHHble NPOAYKTbl U COCTaBHblE
YyacTu.

PesynbTatbl aHann3a nsmMeHeHun n Bcex He-
00XoOMMbIX [OEWNCTBUA  OOSKHbI  [OKYMEH-
TarnbHO opopmnATLEA (CM. 4.2.4).

7.4 3aKynku
7.4.1 MNpouecc 3aKynok

OpraHunsauus gomkHa obecneunTb COOTBET-
CTBME 3aKyMnieHHOro npoAyKTa YyKasaHHbIM
TpeboBaHMAM K 3akynkam. Bua n o6bem KoH-
Tponsi, NPUMEHNUMOrO K MOCTAaBLUMKY M 3aKy-
NNEeHHOMY MPOAYKTY, OOMKHbl 3aBUCETb OT
BNUSAHWS 3aKyMMEeHHOro NpoayKTa Ha nocre-
ayluiee cosgaHve npoaykta UM KOHEYHbIN
NpoayKT.

OpraHunsauus OomkHa OueHuBaTb U BbIOU-
paTb NOCTaBLUMKOB HAa OCHOBE WX CMNOCOOHO-
CTM MNOCTaBUTb MPOAYKT B COOTBETCTBUM C
TpeboBaHnaMu opraHusaunun. JomkHbl ObiTb
YyCTaHOBIEHbI KpUTEPUUN BbIGOpPaA, OLEHKN U
NOBTOPHOW OUEHKN. Pe3ynbTaTbl OLEHKU U
BCEX HEOOXOAUMBIX AENCTBUNA, BbITEKAIOLLMX
M3  OUEHKN, [OO/MKHbl  AOKYMEHTaNbHO
odpopmnaTbCs (cMm. 4.2.4).

7.4.2 Uudpbopmauums o 3aKkynkax

NHopmaumsa o 3akynke AOSMKHA OnMCbIBaTb
3aKynaemblil MPOAYKT, BKItoYasi, ecnu npu-
MEHMMO:

a) TpeboBaHua Ons ogobpeHust NpoaykTa,
npouenyp, npoweccos 1 obopyaoBaHus,
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b) requirements for qualification of per-
sonnel, and

c) quality management system require-
ments.

The organization shall ensure the ade-
quacy of specified purchase requirements
prior to their communication to the sup-
plier.

7.4.3 Verification of purchased product

The organization shall establish and im-
plement the inspection or other activities
necessary for ensuring that purchased
product meets specified purchase re-
quirements.

Where the organization or its customer in-
tends to perform verification at the sup-
plier's premises, the organization shall
state the intended verification arrange-
ments and method of product release in
the purchasing information.

7.5 Production and service provi-
sion
7.5.1 Control of production and service
provision

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

a) the availability of information that de-
scribes 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 equipment,

e) the implementation of monitoring and
measurement, and

f) the implementation of release, delivery
and post-delivery activities.

b) TpeboBaHus K kBanuukaumm nepcoHa-
na, u

c) TpeboBaHWA cUCTEMbl MEHemXMeHTa Ka-
yecTBa.

OpraHusauus gormkHa obecneynTb agekBaT-
HOCTb yKa3aHHbIX TpeboBaHWUi K 3aKynkam Ao
NX COOOLLEHMS NOCTaBLLMKY.

7.4.3 NpoBepka 3aKynyeHHOro npoaykra

OpraHusauust OormkHa YCTaHOBUTb M BHe-
APVUTb KOHTPOMNb UNW Apyrue OencTBusi, He-
obxoaumble Ans obecneYyeHns COOTBETCTBUSA
3aKynreHHOro npoaykTa ykasaHHbIM Tpebo-
BaHMAM K 3aKyrnkam.

Ecnn opraHunsauus unun ee notpebutenn Ha-
MepeHbl BbINOMHUTL AENCTBMS NO NPOBEpPKE
Ha TeppuTopuUM MNoCTaBLUMKA, OpraHu3aLus
[0MKHA onpeaenniTb COOTBETCTBYOLINE Me-
pbl NO NpoBepkKe M cnocob oTnycka NpoaykTa
B MHCDOPMALIMK O 3aKyrKe.

7.5 OcywecTBrneHne nNpousBoACTBa U
ycnyr
7.5.1 YnpaBneHue npoueccamMm rnpous-
BOACTBa U oKa3aHuAa ycnyr

OpraHusauusi gosmkHa nraHuMpoBaTb U OCy-
LLLeCTBMNSATb NPOU3BOACTBO M NpPeaoCcTaBnsTh
ycriyrm B YnpaensieMblX YCnoBusix. Ynpas-
nsiemMble YCroBusi AOSMKHbI BKNOYaTb, €Chu
NPUMEHMMO:

a) Hanuune nHgpopmauum, KoTopasi ONmChl-
BaeT XapaKTepuUCTMKM NPOAYKTa,

b) Hannune paboymx VHCTPYKUWUA, ecrivn He-
obxogumo,

C) Mcnonb3oBaHWe COOTBETCTBYHOLLIEro 060-
pyAoBaHus,

d) Hanuume n ucnonb3oBaHwe obopyaosa-
HUSA 4N MOHUTOPUHIa N U3MEepPEHUN,

€) BHeApeHWe MOHUTOPWHIa N U3MEPEHUIA, U

f) BHegpeHue [eATenbHOCTU MO BbIMYCKY,
nocTaBke M OBCNYXXMBaHUIO MOCne NocTas-
KW.
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7.5.2 Validation of processes for
production and service provision

The organization shall validate any proc-
esses for production and service provision
where the resulting output cannot be veri-
fied by subsequent monitoring or meas-
urement and, as consequence, deficien-
cies become apparent only after the prod-
uct is in use or the service has been deliv-
ered.

Validation shall demonstrate the ability of
these processes to achieve planned re-
sults.

The organization shall establish arrange-
ments 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 proce-
dures,

d) requirements for records (see 4.2.4),
and

e) revalidation.
7.5.3 ldentification 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 throughout
product realization.

Where traceability is a requirement, the
organization shall control the unique iden-
tification of the product and maintain re-
cords (see 4.2.4).

NOTE In some industry sectors, configura-
tion management is a means by which
identification and traceability are main-
tained.

7.5.2 ATtTtecTtauusa npoueccoB MpPoOU3BOA-
cTBa un ycnyr

OpraHusaums gormkHa aTTecToBaTb Bce Npo-
LilecCbl OCyLLIeCTBIIEHUS NPOU3BOACTBA U YyC-
Nyr, Korga KOHEYHbI pes3ynbTaT He MOXeT
ObITb NPOBEPEH MOCneayWmMM MOHUTOPUH-
rOM MM U3MEpPEHMEM, U Kak crieacTeue, He-
AOCTaTKN MOTyT ObITb BbISIBNIEHbI TOJNBKO MO-
crne ucrnonb3oBaHUs npodykta, nnbo npe-
[AOCTaBMNEHNs yCnyru

ATTecTauus AomkHa AeMOHCTPMPOBaThb Cro-
COOHOCTb [aHHbIX MPOLIECCOB AOCTUYb 3a-
NAaHNUPOBAHHbIX Pe3ynbTaToB.

OpraHunsauusa gormkHa yctaHoBuTb Tpebosa-
HUSA ONs OaHHbIX MPOLIECCOB, BKIKOYas, ecnm
NPUMEHNMO:

a) onpeaerneHHble KpUTepUM Ans aHanusa u
yTBEPXXAEHMSA NPOLECCOB,

b) attectauuto obopygoBaHus U nepcoHa-
na,

C) ncnonb3oBaHMe cneunarnbHbIX METOOUK U
npoueayp,

d) TpeboBaHua K BedeHuo 3anucen (CM.
4.2.4),n

e) nepeartTecTauuio.

7.5.3 UpeHTncpukaumsa u
NpPOCNEeXnBaemMocCTb

Ecnun HeobGxoauMmo, opraHusaums [orbkHa
naeHTMUUMpPoBaTb NPOAYKT NoAXoAAWMMM
cpeacTBamMmn Ha NPOTSHKEHUN ero co3aaHus.

OpraHusauus OomkHa uaeHTMdUUMpoBaTh
cTaTyc npoAdykta OTHocUTENbHO TpeboBaHui
K MOHUTOPUHIY N U3MEPEHMUSIM Ha MPOTSKE-
HUW ero co3gaHus.

Ecnu npocnexuBaemoctb siBnsietcs Tpebo-
BaHMEM, opraHusaums OormkHa KOHTPOIMPO-
BaTb MHOMBMAYanNbHY  UAEHTUUKALNIO
npoaykta W noaaepXusaTb 3anucu  (CMm.
4.2.4).

NMPUMEYAHUNE B HekoTOpbIX OTpacnsx
NPOMbILLIIEHHOCTU ynpaBneHne KoHdurypa-
umMen 4gensietTcsa cpeactBoM  obecneveHus
NOeHTUUKaLUN 1 NPOCNEXNBAEMOCTN.
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7.5.4 Customer property

The organization shall exercise care with
customer property while it is under the or-
ganization's control or being used by the
organization. The organization shall iden-
tify, verify, protect and safeguard cus-
tomer property provided for use or incor-
poration into the product. If any customer
property is lost, damaged or otherwise
found to be unsuitable for use, the organi-
zation shall report this to the customer and
records maintained (see 4.2.4).

NOTE Customer property can include in-
tellectual property or personal data.

7.5.5 Preservation of product

The organization shall preserve the prod-
uct during internal processing and delivery
to the intended destination in order to
maintain conformity to requirements. As
applicable, preservation shall include iden-
tification, handling, packaging, storage
and protection. Preservation shall also ap-
ply to the constituent parts of a product.

7.6 Control of monitoring and
measuring equipment

The organization shall determine the
monitoring and measurement to be under-
taken and the monitoring and measuring
equipment needed to provide evidence of
conformity of product to determined re-
quirements.

The organization shall establish processes
to ensure that monitoring and measure-
ment can be 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, or both, at
specified intervals, or prior to use,

7.5.4 Co6CcTBEHHOCTb NOoTpedouTens

Opranusauuss gormkHa ©Oepedb CoOOCTBEH-
HOCTb MNOTPeOMTENs, MoKa OHA HaxOoAWUTCS
noA KOHTPONeM opraHM3aumm Unm UCnosnbay-
eTca opraHusaumen. OpraHusaumsi OormkHa
noeHTUUMpoBaTb, NPOBEPATb, 3alMLLaTb
N OXpaHATb COOCTBEHHOCTb NOTpebuTens,
NpeaoCTaBNEHHYIO AN UCNOSMb30BaHUSA UK
BKITHOMEHUSA B NpoayKT. Ecnn cobcTBEHHOCTD
notpebutens noTtepsHa, NoBpexaeHa wnu
BblBEIEHA M3 CTPOS, TO OpraHu3auust AormK-
Ha OTYUTATLCSA 3aKa3ynKy U OOKYMEHTamnbHO
odopMuTb 31O (CM. 4.2.4).

NMPUMEYAHNE CobcTBEHHOCTL  NOTpe-
Outensa MOXeT BKMYaTb WHTENNeKTyanb-
HY0 COOCTBEHHOCTb UMY NINYHbIE JAHHbIE.

7.5.5 CoxpaHeHMe npoayKTa

OpraHusaumsi OoSbPKHa COXpaHATb MNPOAYKT
npu BHYTPEHHEM OOCMyXMBaHWM U NOCTaBKe
NO yKa3aHHOMY HasHa4YeHuIo C Lernblo obec-
neynTb CooTBeTCTBUE TpebosaHuam. Ecnu
NPUMEHMMO, COXPaHEHWE OOIMKHO BKMOYaTb
naeHTndukaumnio, obpalleHme ¢ NpoAyKTOM,
ynakoBKy, XpaHeHune n 3awuty. CoxpaHeHue
[AOIMKHO NMPUMEHSATLCSA K COCTaBHbIM YacTsiM
npoaykTa.

7.6 YnpaBneHue ob6opynoBaHuem ans
MOHUTOPUHIa U N3MEPEHUN

OpraHmsauua QormkHa onpenenuTb, Kakue
MOHUTOPUHI U U3MEPEHUS AOSMKHbI MPOBO-
ANTbCS, N Kakoe obopyaoBaHve ONA MOHWU-
TOPUHra U MU3MEpPEHUn Heobxoaumo, 4YTOObI
obecneunTtb OokasaTtenbCTBa COOTBETCTBUS
npoayKTa yCTaHOBMEHHbIM TpeboBaHMSM.

OpraHusauusi gomkHa ycTaHOBWUTbL MNpoLec-
Cbl, rapaHTUPYHLLME, YTO MOHUTOPUHT U W3-
MEPEHUSI MOTYT BbIMOSNHATLCS U BbINOSHAOT-
csl crnocoGoM, KOTOphLIN corfacyeTcs ¢ Tpe-
6oBaHNAMUN K MOHUTOPUHIY U U3MEPEHUSAM.

Ecnn Heobxoanmo ansi obecneyeHns OocTo-
BEPHbIX pe3ynbTaToB M3MepuTenbHoe o06o0-
pyAoBaHWe OOMMKHO:

a) O6biTb KanubpoBaHO W/MNN MNOBEPEHO C
YCTaHOBMEHHOW NEPUOANYHOCTbLIO MK ne-
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against measurement standards trace-
able to international or national meas-
urement standards, where no such
standards exist, the basis used for cali-
bration or verification shall be recorded,

b) be adjusted or re-adjusted as neces-
sary,

c) have identification in order to determine
its calibration status,

d) be safeguarded from adjustments that
would invalidate the measurement re-
sult,

e) be protected from damage and deterio-
ration during handling, maintenance and
storage.

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 af-
fected.

Records of the results of calibration and
verification shall be maintained (see
4.2.4).

When used in the monitoring and meas-
urement 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 Confirmation of the ability of com-
puter software to satisfy the intended ap-
plication would typically include its verifica-
tion and configuration management to
maintain its suitability for use.

pen Mcnonb3oBaHWMEM COrfacHo W3Mepu-
TenbHbIM 3TarioHaM, KOTOpble MPOCMEXK-
BalOTCA K MeXAyHapoOHbIM WK Haumo-
HanbHbIM U3MEPUTENbHBLIM 3TanoHam; npu
OTCYTCTBUWM TaKUX 3TarlOHOB OCHOBa, WC-
nonb3yemasi Ans kannmbpoBKK UNn NpoBep-
KW, AOMKHa ObITb JOKYMEHTaNbHO 0hopM-
neHa,

b) HacTpoeHoO WM NepeHacTPoeHO Mpu He-
obxogmmocTy,

C) MMeTb MapKUPOBKY ANA onpeaeneHus
cTaTtyca KannbpoBsku,

d) 6bITb 3alUULLEHO OT PEerynimpoBKW, KOTO-
pas npuvBedeT K HeOeWCTBUTENbHbIM pe-
3ynbTaTam,

e) OblTb 3alULLEHO OT NOBPEXAEHUS U MO-
NOMKK Npu oBpalleHnn, obCnyXnBaHnun u
XpaHeHuu.

Kpome TOro, opraHusaumst OOfKHa OLEHU-
BaTb W AOKYMEHTanbHO 0opMIATb OOCTO-
BEPHOCTb MpeablayLmnx pesynbTatoB name-
peHun, ecnn obHapyxeHo, 4To obopyaoBa-
HMe He cooTBeTcTBOBano TpebosaHnam. Op-
raHM3auus AofmkHa npeanpuHUMaTb COOT-
BETCTBYOLLUME OENCTBUS OTHOCUTENBHO 3TO-
ro obopyaoBaHua 1 BCEX MPOAYKTOB, Ha KO-
TOpble 3TO NOBMUSAO.

PesynbTatbl kannbposku (noBepku) u npo-
BEPKWN AOMKHbI JOKYMEHTarbHO O0POPMNsAThL-
csa (cm. 4.2.4).

[omkHa G6bITb noaTBepXaeHa CnocOBHOCTb
nporpamMmmHoro obecnevyeHus, NCNosib3yemo-
ro Ans MOHUTOPUHra U U3MEPEHUN, BbINOII-
HATb HaMe4eHHble 3agadn. IOTO [OOMMKHO
ObITb NPEeANPUHATO A0 Hayana ucnonb3oBa-
HUS 1N NOBTOPHO MOATBEPXAATLCS NPU HEO6-
XOAUMOCTMW.

NMPUMEYAHUE MNoaTBepxaeHue cno-
COBHOCTM NpOrpamMMHOrO nNpoaykTa BbINos-
HATb CBOE Ha3HayeHue OObl4HO BKIHOYaEeT:
€ro NPoBEPKY U ynpasneHne KoHdurypaumen
no nogaepXaHui ero MNpurogHocTM B UC-
Nnofb30BaHUM.
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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 to product
requirements,

b) to ensure conformity of the quality man-
agement system, and

c) to continually improve the effectiveness
of the quality management system.

This shall include determination of appli-
cable methods, including statistical tech-
niques, and the extent of their use.

8.2 Monitoring and measurement
8.2.1 Customer satisfaction

As one of the measurements of the per-
formance of the quality management sys-
tem, the organization shall monitor infor-
mation relating to customer perception as
to whether the organization has met cus-
tomer requirements. The methods for ob-
taining and using this information shall be
determined.

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
(see 7.1), to the requirements of this In-
ternational Standard and to the quality
management system requirements es-
tablished by the organization, and

b) is effectively implemented and main-
tained.

An audit programme shall be planned, tak-
ing into consideration the status and im-
portance of the processes and areas to be
audited, as well as the results of previous

8 UamepeHusn, aHanns u
COBepLIeHCTBOBaHMe

8.1 O6wue nonoxeHus

OpraHusauusa gormkHa nnaHuposaTb U BHe-
APSTb NPOLIECCHI MOHUTOPWHIA, U3MEPEHUN,
aHanuMsa 1 COBepLUEHCTBOBaHMSA, Heobxoau-
Mble Ans:

a) OeMOHCTpauuMM COOTBETCTBMSI NpPoAayKTa,

b) obecnevyeHna COOTBETCTBUS CUCTEMBI

MeHeIKMeHTa KayecTBa, U

C) HenpepbIiBHOIO COBEPLUEHCTBOBAHUSA pe-
synetatneHoctn CMK.

OTO [OMKHO BKMOYaTb onpeaeneHne npu-
MEHMMbIX METOAOB, BKIlOYas cTaTUCTUYe-
CKMe, N CTeneHb UX UCMONb30BaHUS.

8.2 MOHUTOPUHI N N3MepeHns
8.2.1 YpoBneTBOpeHue notpedbutens

OgHvM n3 kpuTepueB YHKLMOHNMPOBAHWS
CMK, opraHusaumsa OormkHa OCYLECTBNATb
MOHUTOPUHI  MHdOPMaUUKM O BOCMIPUATAN
noTpebutenem «HacKonbko ObinNu BbINOMHE-
Hbl ero TpeboBaHus». [JomkHbl ObiTb onpe-
AeneHbl MeToabl Anst NONyYeHNa U UCMNoSb-
30BaHu1s 3TON MHG OpPMaLMK.

8.2.2 BHyTpeHHUM ayauT

OpraHusauusa OormkHa npoBOAUTb BHYTPEH-
HVWe ayauTbl C 3annaHMpoBaHHOW Nepuoamny-
HOCTbO, 4TOObI OMpeaennTb, HAaCKOMbKO
CMK:

a) COOTBETCTBYET 3anfaHUpOBaHHbIM Me-
ponpuatnam (cm. 7.1), TpeboBaHusM Ha-
crtoswero MexayHapogHoro CTtaHgapTta u
TpeboBaHnam k CMK, ycTaHOBNEHHbIM Op-
raHu3aumen, un

b) adpdekTnBHO BHEOpeHa M nopaepxvBa-
eTcq.

Mporpamma aygMTOB AOMMKHA MilaHMPOBaTb-
CS1 C YYETOM cTaTyca U BaXXHOCTU npoBepsie-
MbIX MPOLIECCOB M y4acTKOB M pe3yrbTaToB
npeablaywmnx ayautoB. Kputepun ayauTa,
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audits. The audit criteria, scope, frequency
and methods shall be defined. The selec-
tion of auditors and conduct of audits shall
ensure objectivity and impartiality of the
audit process. Auditors shall not audit their
own work.

The documented procedure shall be es-
tablished to define the responsibilities and
requirements for planning and conducting
audits, establishing records and reporting
results.

Records of the audits and their results
shall be maintained (see 4.2.4).

The management responsible for the area
being audited shall ensure that any nec-
essary corrections and corrective 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 (see
8.5.2).

NOTE See ISO 19011 for guidance.

8.2.3 Monitoring and measurement of
processes

The organization shall apply suitable
methods for monitoring and, where appli-
cable, measurement of the quality man-
agement system processes. These meth-
ods 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.

NOTE When determining suitable meth-
ods, it is advisable that the organization
consider the type and extent of monitoring
or measurement appropriate to each of its
processes in relation to their impact on the
conformity to product requirements and on
the effectiveness of the quality manage-
ment system.

ob6beM, NepmoauyHOCTb U MeToAbl OOSKHbI
ObiTb onpegeneHbl. Bbibop ayautopoB wu
npoBedeHe ayanToB LOMKHbl obecneunTb
0O6BEKTMBHOCTL U BecnpucTpacTHOCTbL MNpo-
uecca ayamta. AyauTopbl He AOMKHbI NpPO-
BEPSITb CBOKO COOCTBEHHYIO paboTy.

[oKYMeHTMpOBaHHaa npoleaypa AorkHa
YCTaHOBWTbL OTBETCTBEHHOCTU M TpeGoBaHUs
No NnaHWpoBaHWIO, MPOBEAEHWUI0 ayauToB,
0POPMIIEHNIO OTYETHOCTM U COOBLLEHUNIO pe-
3ynbTaToB.

3anucu ayauMToB 1 UX pesynbTaToB OOSMKHbI
nogaepxusatbcs (cMm. 4.2.4).

PykoBoacTBO npoBepsieMoro nogpasgerne-
HUA OOMMKHO obecnevntb BHedpeHune JobbIxX
KOPPEKUMN W KOPPEKTUPYIOLLUNX OENCTBUN
6e3 npoBosioyek, YTobbl yCTpaHUTbL OBHapy-
XEHHble HECOOTBETCTBUSA U UX NPUYMHBI. [1o-
cnefywouwme [encTBUS LOSMKHbl  BKIOYaTb
NPOBEPKY NPeanpUHATBLIX OENCTBUA N OTYET
O pesynbTaTax npoBepku (cm. 8.5.2).

NMPUMEYAHUE Cwm. ISO 19011 gns py-
KOBOACTBA.

8.2.3 MOHUTOPUHI U U3MepeHuns
npoueccos

OpraHusauus gormkHa NPUMEeHUTb nogxoas-
lne mMeToabl ANst MOHUTOPUHIAa W, rae npu-
MeHMMO, namepenus npoueccos CMK. Otun
MeTOoAdbl AOMKHbI AEMOHCTPMPOBATL CNOCO6-
HOCTb MPOLIECCOB AOCTUraTh 3anfiaHMpoBaH-
HbIX pe3ynbTaTtoB. Ecnu 3annaHnpoBaHHbIX
pe3ynbTaToB He OOCTUMMN, UCMNPaBREHUs U
KOppekTupylowme AOeWCTBUS LOSMKHbI ObiTb
NnpeanpuHsTbI COOTBETCTBEHHO.

NMPUMEYAHWE Korpa Bbibupatotcs noa-
Xogsiwmne MeToabl, xxenaTernbHo 4Tobbl opra-
HU3auusa onpegenunack ¢ BUAOM U BENUYU-
HOMN MOHUTOPWUHIra UM COOTBETCTBYHOLLMX
N3MepeHNn Ons Kaxxgoro n3 ee npoueccoB ¢
Y4YETOM UX BUAHUA HA COOTBETCTBMUE NPO-
AykTa TpeboBaHMsM U pe3ynbTaTUBHOCTb
CMK
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8.2.4 Monitoring and measurement of
product

The organization shall monitor and meas-
ure the characteristics of the product to
verify that product requirements have
been met. This shall be carried out at ap-
propriate stages of the product realization
process in accordance with the planned
arrangements (see 7.1).

Evidence of conformity with the accep-
tance criteria shall be maintained.

Records shall indicate the person(s) au-
thorizing release of product for delivery to
the customer (see 4.2.4).

Release of product and delivery of service
to the customer shall not proceed until the
planned arrangements (see 7.1) have
been satisfactorily completed, unless oth-
erwise approved by a relevant authority
and, where applicable, by the customer.

8.3 Control of nonconforming
product

The organization shall ensure that product
which does not conform to product re-
quirements is identified and controlled to
prevent its unintended use or delivery.

A documented procedure shall be estab-
lished to define the controls and related
responsibilities and authorities for dealing
with nonconforming product.

Where applicable, the organization shall
deal with nonconforming product by one or
more of the following ways:

a) by taking action to eliminate the de-
tected nonconformity,

b) by authorizing its use, release or accep-
tance under concession by a relevant
authority and, where applicable, by the
customer,

c) by taking action to preclude its original
intended use or application.

8.2.4 MOHUTOPUHI U U3MEpPEHUA NPOAYKTa

OpraHudauusa [ormkHa KOHTponvpoBatb U
N3MepsATb XapakTepUCTUKN NPoayKTa, YTobbl
NPOBEPUTb, YTO TpeboBaHUA K NPOAYKTY Bbl-
MOMHEeHbl. OTO [AOMKHO OCYLLECTBMNATLCA Ha
COOTBETCTBYIOLUMX 3dTanax npouecca cosaa-
HWUSi NPOAYKTa B COOTBETCTBUM C 3arsaHupo-
BaHHbIMU MepornpuaTuamm (cm. 7.1).

[lokasaTtenbcrBa COOTBETCTBUS KPUTEPUAM
NpUeMKU AOSMKHbl OOKYMEHTanbHO Ogopm-
nateca. B 3anucax pomkeH ObiTb ykasaH
YNONMHOMOYEHHbIW, OTBETCTBEHHbIA 3a Bbl-
NycK NpoAyKTa Asis OTrpy3ku ero notpebure-
no(cm. 4.2.4).

Bbinyck npoaykta u npegocTaBneHne ycnyr
He OOMMKHbI MPOUCXOAUTb, NMoKa Bce 3anna-
HUpoBaHHble gencteusa (cm. 7.1) He OyayT
3aKOHYEHbI C YAOBMNETBOPUTENbHBIM Pe3yIib-
TaTtoMm nmbo noka He ByayT ogobpeHbl CooT-
BETCTBYIOLUMM YMOMHOMOYEHHbIM U, €CNn
NnpPUMeHMMOo, noTpedutenem.

8.3 YnpaBneHue HECOOTBETCTBYHOLNM
NpoayKTOM

OpraHusauus gormkHa rapaHTUMpoBaTb, YTO
NpOAYyKT, HEecoOTBETCTBYyHOLWMA TpeboBaHu-
M, ODO3Ha4YeH M KOHTPONMpPyeTCcs, YTOObI
npenoTBpaTUTb €ro  HenpegHaMepeHHoe
MCNoNb3oBaHMe WUnM nocTtaBky. [oKyMeHTU-
poBaHHasa npoleaypa AOIKHa onpenenvTb
ynpaBrneHne n COOTBETCTBYIOLLUME OTBETCT-
BEHHOCTM W MONIHOMOYMSI MO OOpalleHno C
HECOOTBETCTBYIOLLMM NPOAYKTOM

[oe NpUMEHUMO, opraHusaumst 4oSbkHa no-
CTYNMUTb C HECOOTBETCTBYHOLUMM MPOAYKTOM
oaHVUM unu 6onee 13 crnegyLwmMx cnocoboB:

a) NpeanpuHaTb OENCTBUSA MO YCTPaHEHMIO
oBGHapyXeHHOro HeCOOTBETCTBUS,

b) paspewunTb MCNONb30BaHWE, BbINYCTUTb
NN NPUHATL €ero C OTCTYNfIEHMEM, CaHK-
LUMOHUPOBaAHHbIM COOTBETCTBYIOLLMM MOSI-
HOMOYHbLIM IMLUOM W, €Cnn MNPUMEHUMO,
notpeburtenem,

C) npeanpuHATL OEeUCTBUA No npegoTeBpa-
LLIeHVIO ero nepBOHavanbHO npejnonarae-
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d) by taking action appropriate to the ef-
fects, or potential effects, of the noncon-
formity when nonconforming product is de-
tected after delivery or use has started.

When nonconforming product is corrected
it shall be subject to re-verification to
demonstrate conformity to the require-
ments.

Records of the nature of nonconformities
and any subsequent actions taken, includ-
ing concessions obtained, shall be main-
tained (see 4.2.4).

8.4 Analysis of data

The organization shall determine, collect
and analyze appropriate data to demon-
strate the suitability and effectiveness of
the quality management system and to
evaluate where continual improvement of
the effectiveness of the quality manage-
ment system can be made. This shall in-
clude data generated as a result of moni-
toring and measurement and from other
relevant sources.

The analysis of data shall provide informa-
tion relating to

a) customer satisfaction (see 8.2.1),

b) conformity to product requirements (see
7.2.1),

c) characteristics and trends of processes
and products including opportunities for
preventive action (see 8.2.3, 8.2.4), and

d) suppliers.

MOro ncnoJjib3oBaHnAa N NpNMeEHEHN4.

d) npeanpuHATL OEWCTBUS  afdeKBaTHble
ywepby (unm noTeHumanbHoMy yuiepby),
€CNn HEeCOOTBETCTBYHOLLUMA MNPOOYKT BbISAB-
neH nocne nocTaBKM WX WUCMNONb30OBaHUE
€ro Ha4arnocso.

[Mocne wucnpaBneHns HeCOOTBETCTBYHOLLMN
nNpoayKT LOMKeH ObiTb nepenpoBepeH Ans
AEMOHCTpaUnn COOTBETCTBUS TpeboBaHNAM.

HOrmKHbl JOKYMEHTanbHO OPOopMNATLCHA Xa-
pakTep HeCOOTBETCTBMMA U BCEX MOcrneayto-
WMX NPeanpuHATLIX OENCTBUKW, BKAOYasi Nno-
NyYeHHble paspeLleHnst Ha NpUMeHeHue (CMm.
4.2.4).

8.4 AHanu3 gaHHbIX

OpraHunsauua gormkHa onpenensatb, cobu-
paTb M aHanuanpoBaTb COOTBETCTBYIOLLNE
AaHHble ONs AeMOHCTpauMM NMpUrogHoOCTU 1
pesynbtatngHoctu CMK u oueHku roe mo-
XeT OblTb NpPoOBEAEHO HEMPEPbLIBHOE COBEP-
LeHcTBOBaHMe pesyrnbtatusHoct CMK. 370
AOJDKHO BKMOYaTb OaHHble, NosfiyYaemble B
pesynbTate MOHUTOPUHIa U U3MEpPEHUn, a
Takke W3 OPYrMx CYLLECTBEHHbIX MCTOYHU-
KOB.

AHann3 paHHbIX O0ImkeH obecneuntb WH-
dopmMaLno OTHOCUTENBHO:

a) yOooBnNETBOPEHHOCTU noTpebutens
8.2.1),

b) cooTtBeTcTBUA TpeboBaHMSM K MNPOLYKTY
(cm. 7.2.1),

C) XapakTepuUCTUK TEHLEHLMA, NPOLIECCOB U
NPOOYKTOB, BKMNHOYas BO3MOXHOCTU NS
npegynpexpatowmx gencteun (cm 8.2.3,
8.24), un

d) nocCTaBLUMKOB.

(cm.
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8.5 Improvement
8.5.1 Continual improvement

The organization shall continually improve
the effectiveness of the quality manage-
ment 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

The organization shall take action to elimi-
nate the causes of nonconformities in or-
der to prevent recurrence. Corrective ac-
tions shall be appropriate to the effects of
the nonconformities encountered.

A documented procedure shall be estab-
lished to define requirements for

a) reviewing nonconformities (including
customer complaints),

b) determining the causes of nonconform-
ities,

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
(see 4.2.4), and

f) reviewing the effectiveness of the cor-
rective action taken.

8.5.3 Preventive action

The organization shall determine action to
eliminate the causes of potential noncon-
formities in order to prevent their occur-
rence. Preventive actions shall be appro-
priate to the effects of the potential prob-
lems.

A documented procedure shall be estab-

8.5 CoBeplieHCTBOBaHMe

8.5.1 HenpepbiBHOE coBepLUEHCTBOBaHNe

OpraHmnsauusa [omkHa HenpepbiBHO COBEp-
WweHcTBoBaTh pesyrnbTatuBHocTb CMK, wnc-
nonb3ys NOMMTUKY U Lenu B obnactn kaye-
CTBa, pe3ynbTaTbl ayguMTOB, aHann3 AaHHbIX,
KOppekTupylwme ©n  npegynpexaatowme
AENCTBUSA, a TaKke aHanm3 co CTOPOHbI py-
KOBOACTBA.

8.5.2 KoppekTtupyrowme gencrems

OpraHunsauusa gorkHa npegnpuHuMaTtb geu-
CTBUS, HanpaBfeHHble Ha YCTpaHeHwe npu-
YWH HECOOTBETCTBMM C Lenbl npegoTepa-
WweHns ux nosTopeHus. KoppekTtupyioLine
AENCTBUS OOMKHbI OblTb ageKkBaTHbIMK MO-
CNeacTBUAM BbISIBIIEHHbIX HECOOTBETCTBUMN.

[JokymMeHTUpoBaHHaga npoueaypa AOorkHa
YCTaHOBUTb Tpe6OBaHVIFI angd:

a) aHanu3a HecOOTBETCTBUWN (BKMOYasi xa-
nobbl noTpebutenen),

b) onpegeneHus nNpuyMH HECOOTBETCTBUN,

C) OUEHKM noTpebHOCTU B LEenCTBUAX, ra-
PaHTUPYIOLNX, YTO HECOOTBETCTBUS HE
NoBTOPSTCH,

d) onpeneneHns u BHegpeHus Heobxogu-
MbIX AENCTBUN,

e) perumctpauum pesynbTaTtoB nNpeanpuHa-
TbiX 4encTBumn (cMm. 4.2.4), n

f) ananusa pesynbTaTUBHOCTU MNpPeanpuUHS-
ThIX KOPPEKTUPYIOLLNX OENCTBUN.

8.5.3 Npeaynpexparowme nencTBUA

OpraHusauus gormkHa onpenenstb OeNcT-
BMS MO YCTPAHEHUIO MPUYNH NOTEHLMANbHbIX
HECOOTBETCTBUIN C LIENbIO NpeaoTBpaLleHus
UX BO3HMKHOBeHMs. [Mpegynpexaatowme
OENCTBUA OOIMKHbI ObITb ageKkBaTHbIMWU Mo-
TeHUManbHbIM NpoGrnemMam.

[JoKyMeHTMpOBaHHasA npoueaypa AorkHa
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lished to define requirements for yCTaHOBUTb TpeboBaHus Ans:

a) determining potential nonconformities | a) onpeageneHus noTeHUWaribHbIX HECOOT-

and their causes, BETCTBUN U NX MPUYMH,
b) evaluating the need for action to pre- | b) oueHkn HeobxogumocTn pencTBun no
vent occurrence of nonconformities, npeaoTBpaweHnio BO3HUKHOBEHUSA HECO-
OTBETCTBUWN,

c) determining and implementing action | ¢c) onpegeneHna n BHegpeHus Heobxoau-
needed, MbIX JENCTBUN,

d) records of results of action taken (see | d) permctpauumn pesynbTaToB NpPEeANPUHS-
4.2.4), and TbiX 4EUCTBUN (CM. 4.2.4),

e) reviewing the effectiveness of the pre- | €) aHanusa pesynbTaTMBHOCTM NPeAnPUHS-
ventive action taken. TbiX NpegynpexaarLwmx 4enCcTBUN.
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MpunoxeHue A
(vHcdpopmaTHBHOE)

CooTtBeTtcTtBUe mexay ISO 9001:2008 n ISO 14001:2004
Tabnuua A.1 - CooteetctBme mexay ISO 9001:2008 n ISO 14001:2004

ISO 9001:2008

ISO 14001:2004

BBeneHMe BBepneHune
O6LwWwme nonoxeHus 0.1
Mogxopn ¢ no3uumin npouecca 0.2
OTHoLeHus! ¢ ISO 9004 0.3
CoBMeCTUMOCTb C ApYrMMM cUcTeEMamMu 04
MeHe)XMeHTa
O6nactb NpuMeHeHus 1 1 O6nacTb NpuMeHeHus
O6wWwme nonoXxxeHus 1.1
IMpumeHeHne 1.2
2 2 HopmaTuBHbIe CCbISIKK
HopmaTtuBHbIe CCbINKK
TepMUHBbI U onpegeneHus 3 3 OnpepgeneHus
Cucrtema MeHeOXXMeHTa Ka4yecTBa 4 4 TpeboBaHMA K cucTeMe MeHemAXMeHTa
oKpyXatoLien cpeabl
Obwwe TpeboBaHus 4.1 4.1 Obwwe TpeboBaHus
PykoBoacTBO Nno kayecTBy 422
YnpasneHue goKymeHTaunemn 423 |4.45 |YnpaBneHue goKymeHTauuen
YnpasneHue npoTokonamm KayecTea 424 1454 |3anucu
OTBeTCTBEHHOCTb PYKOBOACTBA 5
Ob6si3aTenbcTBa pyKOBOACTBA 5.1 4.2 Okonornyeckaa nonutnka OpraHn3aumoH-
441 |Has CTPYKTypa M OTBETCTBEHHOCTb
OpueHTauus Ha noTpebutens 5.2 4.3.1 |Okomnoruyeckne acnekTbl
4.3.2 |3akoHogaTternbHble N apyrne TpeboBaHns
4.6 AHanua co CToOpOHbl PYKOBOACTBA
MonnTtuka B obrnactu kayecTea 5.3 4.2
Okornornyeckas nonuMTuka
MnaHnpoBaHue 54 4.3 MnaHnpoBaHne
Llenun B obnacTtu kayecTtea 541 14.3.3 |Uenu, 3agaun n nporpammsl
Mnannpoanne CMK 54.2 14.3.3 |Uenun, 3agaun n nporpaMmmsl
OTBETCTBEHHOCTb, NOMHOMOYMSA 1 CBA3b [5.5
OTBETCTBEHHOCTb U MOMTHOMOYNSA 551 |41 O6wme TpeboBaHus
441 |CTpykTypa M OTBETCTBEHHOCTb
MpencraBnTens pykoBoacTBa 55.2 |4.4.1 |Pecypcbl, CTpyKkTypa, OTBETCTBEHHOCTb,
NONHOMOYMS
BHyTpeHHsIs cBA3b 553 |44.3 |Cesa3b
AHanus co CTOpOHbI pyKoBOACTBa 5.6 4.6 AHanua co CToOpOHbl PYKOBOACTBA
O6uwme nono)xeHus 5.6.1
BxoaHble gaHHble Ans aHanusa 5.6.2
BbixoaHble JaHHble aHanusa 5.6.3
YnpaBneHue pecypcamu 6
ObecneyeHne pecypcamm 6.1 441 |Pecypchl, CTpykTypa, OTBETCTBEHHOCTb,
MepcoHan 6.2 NOSTHOMOYUS
O6wwe nonoxeHus 6.2.1 [4.4.2 |O6yyeHne, 0OCBEOOMIIEHHOCTb W KOMIMe-
TEHTHOCTb
KomneTeHTHOCTb, OcBeAoMIieHHOCTb 1 (6.2.2 |4.4.2 |OOyyeHne, OCBEOOMMEHHOCTb W KOMMe-
obyyeHne TEHTHOCTb
UHdpacTpykTypa 6.3 441 |CTpykTypa U OTBETCTBEHHOCTb
Pabo4as cpena 6.4
Cos3paHue npogykTta 7 4.4 BHegpeHune n yHKLMOHUpOBaHME
lMnaHnpoBaHWe co3gaHna NpoaykTa 7.1 4.4.6 |YnpaBneHue onepaumsamu
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IMpouecchl, cBA3aHHbIE ¢ noTpebutenem (7.2
Onpegenenue TpeboBaHun k npoaykty |7.2.1 |4.3.1 |Okonornyeckne acnekrbl
4.3.2 |3akoHopaTenbHble U Apyrne TpeboBaHus
YnpaeneHve onepauusmm
4.4.6 |YnpaBneHue onepauusimm
AHanua TpeboBaHui K NpoayKTy 7.2.2 |4.4.6 |YnpaBneHue onepaunsmm
4.3.1 |Okonornyeckne acnekTbl
CBs3b ¢ notpebutenem 723 |44.3 |Cssa3b
lMpoekTupoBaHue n paspaboTka 7.3 446
[1naHMpoBaHMe NPOEeKTMPOBaHUS 1 7.3.1 |4.4.6 |YnpasneHune onepaumsamm
pa3paboTku 4.4.6
BxogHble faHHble NPOEKTUPOBaHUS 7.3.2
1 pa3paboTku 446
BbIxogHble JaHHbIE NPOEKTUpoBa- 7.3.3
HUA 1 paspaboTkm 446
AHanus npoekTa un paspaboTku 734 |446
IMpoBepka npoekTa 1 pas3paboTkn 735 |446
YTBEpXaeHne npoekTa n paspaboT- 736 |446
Kn
YnpasneHne nameHeHnssMun npu npoek- |7.3.7
TMPOBaHWUM 1 pa3paboTke
3akynku 74 4.4.6 |YnpaBneHue onepauusMmm
Mpouecc 3akynok 7.4.1
WHopMaums o 3akynkax 74.2
[MpoBepka 3akynneHHoro NpoaykTa 743
OcyLliecTtBneHne nponssoacTea u 7.5 4.4.6 |YnpaerneHue onepaumsimm
ycnyr
YnpaBneHue npoueccamu npous- 751 |446
BOACTBA M OKasaHus ycnyr
ATTecTaumsi NpoLEecCcoB OCYLLECT- 752 |4.46
BMEeHWs Npoun3BoACcTBa W ycnyr
MaoeHTndurkauma n npocnexmsaemocte |(7.5.3
CobcTBEHHOCTD NOTpebuTens 754
CoxpaHHOCTb NpoayKTa 7.5.5
YnpaBneHue obopyaoBaHnem anst Mmo- |7.6 451 |MOHUTOPUHT U N3MEPEHNS
HUTOPWHIa U N3MepEeHni
U3amepeHus, aHanu3 n coBepeHcT- (8 4.5 [MpoBepkM 1 KOpPEKTUPYIOLLVE OENCTBUA
BOBaHue
O6Lwme nonoxeHus 8.1 451 |MOHWUTOPWHT N N3MepeHnst
MOHUTOPWHT 1 n3mepeHnsi 8.2
YpagoBneTBopeHue notpeburenst 8.2.1
BHyTpeHHWI ayanT 8.2.2 |4.5.5 |BHyTpeHHUn aygut
MOHUTOPUHT U n3MepeHns NpoLeccoB 8.2.3 |4.51 |MOHUTOPUHI U n3MmepeHnst
4.5.2 |OueHKa COOTBETCTBUSA
MOHUTOPUHT U n3MepeHns npoaykTa 8.24 1451 |MOHUTOPUHTI U n3MepeHnst
4.5.2 |OueHKa cCOOTBETCTBUSA
YnpaBneHue HecoOTBETCTBYOLLMM Npo- |8.3 4.5.3 |HecooTBeTcTBUE, KOppeKTUpYOLLME U npe-
OYyKTOM aynpexaatoLine oencTang
447 |lOTOBHOCTb K aBapuMHbIM CUTyauUUaM U
pearMpoBaHue Ha HUX
AHanuns gaHHbIX 8.4 4.5.1 |MOHUTOPUHT U n3mepeHns
CoBepLleHCTBOBaHME 8.5
HenpepbiBHOE COBEPLLUEHCTBOBAHNE 851 |4.2 Monutuka
4.3.3 |Uenu, 3agaum u nporpammel
4.6 AHanmns co CTopoHbl pyKoBOACTBA
KoppekTupytoLme gencTeus 8.5.2 |4.5.3 |HecooTBeTcTBUE, KOppEKTUPYIOLLME U Npe-
MpepynpexgatoLume AencTBus 8.5.3 aynpexapatoLine nencTang
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Ta6nuua A.2 - CootBetcTBUe Mexay ISO 14001:2004 m ISO 9001:2008

- BeegeHue 0 BeegeHue
0.1 O6wwme nonoxeHus
0.2 [NpoueccHbIn nogxon,
0.3 Csasb ¢ ICO 9004
0.4 CoBMeCTMMOCTb C APYrMMU CUCTEMaMn MEHEeLX-
MeHTa
1 O6nacTtb NpumMeHeHus 1 O6nacTtb npumeHeHus
1.1 O6wwme nonoxeHus
1.2 lNpumeHeHne
2 HopmaTuBHbIE CChINKK 2 HopmaTnBHbIE CChINKM
3 TepMuHbI 1 onpefeneHns 3 TepMuHbI 1 onpefeneHus
4 TpeboBaHus cuctembl akonorude- | 4 TpeboBaHMa cCUCTEMbI MEHeKMEeHTa KadyecTBa
CKOrO MeHeKMeHTa (TONbKo 3aro- (TONbLKO 3arofioBOK)
NOBOK)
4.1 Obwue TpebosaHus 4.1 Obwwe TpeboBaHus
5.5 OTBeTCTBEHHOCTb, MOMIHOMOYUSA W WMHOPMALM-
OHHbI OOMEH
5.5.1 OTBETCTBEHHOCTb U NMOTHOMOYMS
4.2 MpupopooxpaHHasa nonuTuka 5.1 Ob6s3aTenbLCTBO pyKOBOACTBA
5.3 Monutnka B obnactu kayecTea
8.5.1 [MocTosiHHOE ynyJlleHne
4.3 lMnaHupoBaHue (Tonbko 3aronosok) | 5.4 [MnaHupoBaHne (TONMbKO 3arofoBOK)
4.3.1 | Skonornyeckue 5.2 OpueHTtauusa Ha notpebutens
acnekrbl 7.21 OnpegeneHue TpeboBaHUn K NPOAYKUUN
7.2.2 AHanus TpeboBaHun K NPOaYKLMM
4.3.2 | 3akoHogaTtenbHble U gpyrue Tpe- | 5.2 OpueHTtauus Ha noTpebutens
boBaHus 7.21 OnpegeneHuve TpeboBaHU K NPOAYKUUN
4.3.3 | 3agaun, uenu n nporpamMmmel 541 Llenn B obnacTtu kayecTtea
5.4.2 lMnaHupoBaHne cUCTEMbI MEHE)KMEHTA KavyecTBa
8.5.1 [MocTosiHHOE ynyJuleHne
4.4 BHeapeHne n dyHKUMOHMpPOBaHUe | 7 KU3HEHHbIN UMK NPOAYKUMM (TOSNBKO 3arofioBOK)
(TONbKO 3aronoBoK)
4.4.1 | Pecypcbl, ®yHKUMN, OTBETCTBEH- | 5.1 O6sa3aTenbLCTBO pyKOBOACTBA
HOCTb M MOSIHOMOYUSA 5.5.1 OTBETCTBEHHOCTb U NMOTHOMOYMS
5.5.2 MpeacTaBuTens pykoBoACTBa
6.1 Ob6ecneyeHune pecypcamu
6.3 WHdpacTpykTypa
4.4.2 | KomneTeHTHOCTb, 0Oy4eHue u oc- | 6.2.1 (Yenoseyeckue pecypcbl) ObLlee
BEOMJIIEHHOCTb 6.2.2 KomneTeHTHOCTb, OCBEAOMITEHHOCTb N 06y4eHne
4.4.3 | NHdpopmMauunoHHbIN 0BMeH 5.5.3 BHyTpeHHWUI MHpOPMaLMOHHBI OBMEH
7.2.3 VHdopmaumoHHbIN 0bMeH ¢ noTpebutenem
4.4.4 | JokymeHTaums 4.21 (TpeboBaHus k gokymeHTaummn) ObLiee
4.4.5 | YnpasneHvie JOKYMEHTaMU 4.2.3 YnpasneHve [OKYMEHTamu
4.4.6 | YnpaBneHuve npoueccamu 71 [MnaHnpoBaHne X13HEeHHOro uukna npoayKumnm
7.2 [Mpouecchl, MMelLlwme OTHOLWEHNe K noTpebute-
7.21 no
7.2.2 Onpegenexuve TpeboBaHU K NPOAYKUUN
7.31 AHanns TpeboBaHu K NpoayKLUn
7.3.2 lMnaHupoBaHye NPoeKTUPOBaHUA 1 pa3paboTKku
BxogHble gaHHble Ha MPOEeKTUpOBaHME U paspa-
7.3.3 GoTky
7.3.4 PesynbTathl NpoeKTMpoBaHus 1 pa3paboTku
7.3.5 AHanu3 npoekTMpoBaHus 1 pa3paboTku
7.3.6 Bepudumkauma npoektmpoBaHmsa u pas3paboTku
7.3.7 Banungaumsa npoekTmpoBaHus n paspaboTku
7.4.1 YnpaBneHve MW3MEHEHUSMU MPOEKTUPOBAHNUS |
7.4.2 pa3paboTku
7.4.3 Mpouecc 3aKynku
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7.5 [aHHble o 3akynkax
7.51 Bepudumkauunsa 3akynneHHbIX NpoayKToB
[Mpon3BoaCTBO M NpedocTaBneHne yenyr
7.5.2 YnpaeneHne npousBOACTBOM U MNpeaocTaBneHu-
7.5.5 em ycnyr
Banupauusa npoueccoB npovsBoacTBa M npegoc-
TaBrneHusa ycnyr
CoxpaHeHve npogyKuuu
4.4.7 | TOTOBHOCTb K HenpeaBuAaeHHbIM | 8.3 YnpaBneHne HeCOOTBETCTBYIOLLEN NpoaYyKUMEN
. CUTyaumnsaM 1 OTBETHbIE Mepbl
4.5. [MpoBepkn (TOMBKO 3arofoBOK) 8 NamepeHune, aHanus n ynydweHue (TONMbKO 3aro-
NOBOK)
4.5.1 | NlamepeHne n MOHUTOPUHT 7.6 YnpasneHne KOHTPOSbHO-U3MEPUTENbHBIMU YCT-
8.1 povictBamu (MIamepeHne, aHanms n yrnyyeHue)
O6Lwme nonoxeHus
8.2.3 MOHUTOPUHT 1 N3MepPEHME NPOLECCOB
8.24 MOHUTOPUHT U 3MepeHue NpoayKLum
8.4 AHanuns gaHHbIX
4.5.2 | OueHKka COOTBETCTBMSA 8.2.3 Mpouecchbl MOHUTOPUHIa U U3MepeHns
. 8.24 MOHUTOPUHT 1 N3MepeHne NPoayKLUK
4.5.3 | HecooTBeTCTBMSA, KOppekTupyoLwimne | 8.3 YnpaeneHne HeCOOTBETCTBYIOLLEN NpoayKUMen
1 npegynpexgawLmne AencTBus 8.4 AHann3 gaHHbIX
8.5.2 Koppektupytowme gencteua NpegynpexagaioLime
8.5.3 nencTeunsg
4.5.4 | YnpaBneHue sanncamu 4.2.4 YnpaeneHvue sanucamu
4.5.5 | BHyTpeHHun aygut 8.2.2. BHyTpeHHW ayanT
4.6 AHanun3 co CTOpOHbI PyKOBOACTBA 5.1 O64a3aTenbLCTBO pyKOBOACTBA
5.6. AHann3 co CTOpPOHbl PYKOBOACTBA (TOMbKO 3aro-
NOBOK)
5.6.1 O6Lwme nonoxeHus
5.6.2 BxogHble faHHble aHanu3a
5.6.3 PesynbTathl aHanusa
8.5.1 MocTosHHOE yny4leHne

NMpunoxeHune B
(MHpopmaTmBHOE)

Otnnuua sBepcum ISO 9001:2000 o1 ISO 9001:2008
Ta6nuua B.1 - OTnuumna sepcumn 1ISO 9001:2000 ot ISO 9001:2008

* daHHOe npurnoxeHue He rnepesedeHo; 0r1s yoobcTBa Nonb3oBaTenen aBTop ne-
peBoa BblOENnNI BCE N3MEHEHMUS B TEKCTE KPACHbIM LIBETOM.
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