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Foreword

ISO (the International  Organization  for
Standardization) is a worldwide federation of
national standards bodies (ISO member bodies).
The work of preparing International Standards is
normally carried out through ISO technical
committees. Each member body interested in a
subject for which a technical committee has been
established has the right to be represented on that
committee. International organizations,
governmental and non-governmental, in liaison with
ISO, also take part in the work. ISO collaborates
closely with the International Electrotechnical
Commission (IEC) on all matters of electrotechnical
standardization.

International Standards are drafted in accordance
with the rules given in the ISO/IEC Directives, Part
2.

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

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

ISO 9001 was prepared by Technical Committee
ISO/TC 176, Quality management and quality
assurance, Subcommittee SC 2, Quality systems.

This fourth edition cancels and replaces the third
edition (ISO 9001:2000), which has been amended
to clarify points in the text and to enhance
compatibility with ISO 14001:2004.

Details of the changes between the third edition and
this fourth edition are given in Annex B.

Bepcus nepesopa: 02.03.2009

MNCO 9001:2008 (NMepeson PP)

NMpeaucnoBue

MexayHapoaHasi opraHusaumsi no
cTaHpaaptmsaumn  (MCO) sBnseTca BCEMUPHOW
benepaumveli HauMOHaNbHbIX OpraHu3auuii o
CTaHgaptm3aumm  (komuteToB-uneHoB  MCO).
Pa3paboTka MexayHapOAHbIX CTaHAAPTOB 06bIYHO
OCYLLECTBNAETCA  TEXHUYECKUMU  KOMUTETaMu
MNCO. Kaxabli KOMUTET-YNIEH 3aUHTEPECOBAaHHbIN
B [OEATENbHOCTW, AN KOTopoi 6bin  co3daH
TEXHUYECKMA KOMUTET, WMeeT npaBo ObiTb
npeacTaBieHHbIM B 3TOM KOMUTETE.
MexayHapoaHble NpaBUTENbCTBEHHbIE n
HeMpaBUTENbCTBEHHbIE OpraHM3auuM, MUMetoLmne
ceasm ¢ WCO, Takke npuMHUMaOT ydyacTue B
pabotax. YTO KacaeTcs CTaHAapTM3auMn B
obnactn anektpotexHukn, WCO pabotaer B
TECHOM  COTPyAHM4YeCcTBe C  MexayHapoaHoi
3MeKTpoTEXHNYEecKoln kommuccuein (MIK).

MexxayHapoaHble CTaHAapThl pa3pabaTtbiBaloTcs B
COOTBETCTBMM C MNpaBuiamMu, NpPUBEAEHHbIMU B
OnpektnBax MCO/M3aK. Hactb 2.

OcHoBHass 3afjadya TEXHUYECKUX KOMUTETOB -—
paspaboTka MeXayHapoaAHbIX CTaHOApPTOB.
MNpoeKTbl MeXXayHapOAHbLIX CTAaHAAPTOB, NPUHATLIE
TEXHUYECKUMU KOMUTETaMu, paccblnatoTcs
KOMUTET - 4jieHaM Ha rosocoBaHue. Ux
onybnukoBaHMe B KadecTBe MexXAyHapoAHbIX
CTaHaapToB TpebyeT oA0bpeHus, MO MeHbLUEei
Mepe, 75% KOMMWUTETOB-YSIEHOB, MNPUHUMAIOLLMX
y4yacTue B rofiocoBaHuu.

ObpalaeTcs BHMMaHME Ha TO, 4YTO HEKOTOpble
3NeMeHTbl HacTosAWero AOKyMeHTa MoryT ObiTb
ob6bekToM naTeHTHbIX npas. MCO He pomxkHa
HEeCTU OTBETCTBEHHOCTb 33 WAEHTUdMKaUMIO
KaKoro-nmbo unm BCex TaKux MaTeHTHbIX Npas.

MCO 9001 ©6bin paspabotaH TexHUYECKUM
Komutetom NCO/TK 176 MeHeXMEHT KavecTBa 1
obecneveHne kadectsa. MogkomuTeT 2, CucteMsl
KayecTBa.

HacTosiee u4eTBepTOe uW3AaHWE OTMEHSET W
3aMeHsieT TpeTbe u3gaHue (MCO 9001:2000), B
KoTopoe  ObinM  BHECEeHbl  MNOMpaBkM  Ans
pa3bsCHEHMS TOJIKOBAHUS HEKOTOPbIX MYyHKTOB
TeKkCTa u ynydwenus ero coemectumoctn ¢ UCO
14001:2004.

MoapobHasi  MHGoOpMaumst 06  M3MEHEHMsIX,
npouclweawmx Mexay TpeTbeM u3gaHueM U
HacCTOAILUMM YeTBepTbiIM U3[AHMEM, MpuUBedeHa B
MpunoxxeHun B.
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Introduction.

0.1 General

The adoption of a quality management system
should be a strategic decision of an organization.
The design and implementation of an organization's
quality management system is influenced by

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

environment,
b) its varying needs,

) 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 certification bodies,
to assess the organization's ability to meet
customer, statutory and regulatory 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 development of this

International Standard.

0.2 Process approach

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

Bepcus nepesopa: 02.03.2009
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BBepgeHue.

0.1 O6wWwme nonoXkeHms

MpuHaTue (BblGOp ANA BHEAPEHWS) CUCTEMBI
MEHE[DKMEeHTa  KayecTBa  [O/MKHO  SBNATLCS
cTpaTernyeckum peLieHnem opraHv3aumm.
PaspaboTka 1 BHeApeHVE CUCTEMbI MeHeXKMeHTa
KayecTBa opraHusaumm HaxoasaTcs noa
BO34eNCTBMEM:

a) cpeabl ee 6usHeca, U3MEHEHUI B 3TOW cpefe
WM PUCKOB, CBA3AHHBIX C 3TON Cpeaon;

b) ee usMeHsiowmxca NoTpebHOCTEN;
C) ee cneunduyecknx Lenem;

d) npousBoanMoNn NpoayKumK;

€) MCnosb3yeMbiX e NpPoLEeCCcoB;

f) ee pasmMepa 1 opraHU3aLMOHHON CTPYKTYpbI.

BHeceHwne eanHoobpasus B CTPYKTYpY
CACTEM MEHEMXMEHTa KayecTBa, a TaKke B
AOKYMEHTaUMIO, He SIBMSETCS Lenblo AaHHOro
MEXAYHapOAHOro CTaHAapTa.

TpeboBaHWsi K CUCTEME MEHEMDKMEHTA KayecTBa,
YCTaHOB/NIEHHbIE B HACTOSILLEM MeXAyHapOAHOM
CTaHOapTe, SBASKOTCS  AOMOSIHUTENbHBIMUA K
TpeboBaHMsSIM K MpOAYKLMH. NHdopmaums,
noMeyeHHasi Kak «lpuMeyaHne», npuvBeaeHa Ans
obneryeHnsi  MOHWMAHUS  WAM  pasbsiCHEHUS
COOTBETCTBYIOLMX TPEOOBAHWN.

HacTosiwmii  MexayHapoaHbI  CTaHAApPT MOXET
6bITb MCMONb30BaH KakK BHYTPEHHUMKU, TaK U
BHELIHMMM CTOpPOHaMM, BK/OYas oOpraHbl MO
ceptudmKaumm, AN OUEHKM  CNOCOBHOCTU
opraHv3aumu YAOBNETBOPSATb TpeboBaHus
notpebutens, HOpMaTUBHbIE W perynupyolime
TpeboBaHMsI, NMPUMEHUMbIE K MPOAYKLMM, @ TaKxkKe
CobCTBEHHbIE TpeboBaHMs opraHu3aumm.

MprHUMNbI MeHemKMEHTa Ka4yecTBa, 3asiB/IEHHbIE
B MCO 9000 n UCO 9004, 6binn MNpUHATHI BO
BHMMaHMe B XoAe pa3paboTkM HacTosero
MEeXAYHapOoAHOro CTaHAapTa.

0.2 MpoueccHbIK Nnoaxon

HacToswwmii MEeXyHapOAHbIN CTaHaapT
COAENCTBYET MPUHSTMIO MPOLECCHOrO MoAXoAa
npu pa3paboTke, BHEAPEHWM W YNYYLLEHWUIO

pE3y/NbTaTUBHOCTM  CUCTEMbI  MEHeDKMEHTa

KauecTBa, C Lenbto yBENNYEHWSI

YAOBNETBOPEHHOCTY notpebutens nyTeMm
6
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For an organization to function effectively, it has to
determine 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 within an
organization, together with the identification 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 linkage
between the individual processes within the system
of processes, as well as over their combination and
interaction.

When used within a quality management system,
such an approach emphasizes the importance 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 management
system shown in Figure 1 illustrates 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 customer 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.

Bepcus nepesopa: 02.03.2009
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BbIMO/THEHUA €ro Tpe6OBaHMﬁ

Ana  pe3ynbTaTMBHOMO  (DYHKLUMOHUPOBAHMS
opraHvsaumu, HeobxoanMo onpenenuTb
MHOTOUYUCNIEHHbIE  B3aMOCBSI3@HHbLIE  MeXay

coboit BUAbl AESTENbHOCTM W YMNpaBnsTb MMM,
[esTenbHOCTb  WMAM  COBOKYMHOCTb  BMAOB
AESATENbHOCTW,  MCMOMb3ylowasl  pecypcbl U
ynpaensieMass B OMpeAeneHHOM  nopsake,
Mo3BOSISIIOLLEM  Mpeobpa3oBaTb  «BXOAbl» B
«BbIXOAbl», MOXeT OblTb paccMOTpeHa Kak
npouecc. Yacto «BbIXOA» OAHOroO rpouecca
ABNISIETC  HEMOCPEACTBEHHbIM  «BXOAOM» B
nocneayoLwmii npouecc.

MpUMEHEHNe CUCTEMbI MPOLIECCOB B  paMKax
OpraHu3aumu, COBMECTHO C WAeHTUUKauuen u
B3aMMOAENCTBMEM 3TUX MPOLIECCOB, a Takxe
ynpaBneHuna wuMn ana  noJsiydeHuda >Kenaemoro
pesynbTaTa, MOXeT OblTb MPEACTaBNEHO KaK
«MNPOLIECCHbIN NOAX0A».

MpenMyLIECTBO MPOLIECCHOMO MOAXO/la COCTOUT B
HenpepbLIBHOM YNpaBleHnn, 4To obecrneyvBaeT
XOpOLUYIO B3aMMOCBSAI3b KaK MeXAy OTAeNbHbIMU
npoueccamm B paMKax OpraHusauum, Tak n ux
KOMBMHaLMEN 1 B3anMOJENCTBUEM.

Korga npoueccHbit MoAXoA MCMOsSb3yeTcsl B
paMKax CWUCTEMbl MEHEIKMEHTa KauyecTBa, OH
NOJYEPKNBAET BAXKHOCTb:

a) MOHMMAHUS U BbINONHEHUSI TPEbOBaHMI;

b) HeobxoauMocTM paccMOTpeHus MpoLeccoB C
TOYKMN 3pEHNS «106aBIEHHON LIEHHOCTUN»;

C) MOMyyeHWst  pe3ynbTaToB
MpOLIECCOB W pe3ynbTaTUBHOCTU, U .

BbINO/THEHUA

d) MOCTOSIHHOE yny4ueHue NpOoLIEeCCoB,
OCHOBAHHOIO Ha O6bLEKTUBHBIX M3MEpPEHUSIX

Mogenb cUCTeMbl  MeHeMKMeHTa  KayecTBa,
OCHOBaHHOMW Ha npoueccax, Wu3obpaxeHa Ha
puUCyHKe 1, WAAIOCTPUPYIOLLEM  B3aMMOCBS3b
NpoLeccoB, NpeacTaBfieHHbIX B pasgenax 4 - 8.
CxeMa  WNNKOCTPATMBHO  MOKa3blBaeT,  YTO
noTpebutenb urpaetT 3HauUMTENbHYIO pOSib B
onpefeneHMn Takux TpeboBaHUWA, Kak BXOAHblE
JaHHblE. MOHUTOPWHT YAOBNETBOPEHHOCTH
notpebutenelit TpebyeT OUEHKM WHDOPMaLUK,
OTHOCSILLENCS K BOCMPUSITUIO NOTPEBUTENIEM TOrO,
BbIMOSHWIA N1 OpraHu3aumst  TpeboBaHus
notpebuteneir. Mopenb, un306pa)keHHas Ha
pucyHke 1, oxBaTbiBaeT Bce TpeboBaHus
HacTosLero MeXxayHapoaHOro CTaHgapTa,
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NOTE In addition, the methodology known as “Plan-
Do-Check-Act” (PDCA) can be applied to all
processes. PDCA can be briefly described as follows.

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

Do: implement the processes.
Check: monitor and measure processes and product

against policies, objectives and requirements for the
product and report the results.

Act: take actions to continually improve process
performance.

MNCO 9001:2008 (NMepeson PP)

HECMOTPS Ha TO, YTO HE OTOBPAXXaeT MPOLECCh
AETasNbHO.

MpumMeyaHne — KpoMe TOro, KO BCeEM
npoueccam MOXEeT MNPUMEHATLCA MeToAoMorus
«Plan — Do — Check - Act» (PDCA). Lukn PDCA
MOXXHO KpaTKO onucaTtb Tak:

Mnanupyiite  (plan):  ycTaHoBUTE UeM U
npoueccbl, Heobxoaumble AN AOCTMXKEHMUS
pe3ynbTaToB B COOTBETCTBUM C TpeboBaHMSIMU
noTpebutenein n NOUTUKON OpraHMU3aumm

[OenaiiTte (do): BHeapai npouecchl;

Mpoeepsinte (Check): ocywectBnaii MOHUTOPUHF
N U3Mepsin NpoLEecchl U NPOAYKLUMIO B OTHOLLIEHWM
MoNUTUKK, LEenen n TpeboBaHuii K MpoayKUMn u
coobLuan o pesynbTaTax;

[Oevicteyiite (Act): MpeanpuvHuMan AencTBus Mo
HenpepbIBHOMY COBEPLLEHCTBOBAHMIO
BbIMOJIHEHMS MpOLECCa.

Continual improvement of the quality management system
MocTosHHOEe yny4leHne CUCTEMblI MEHEKMEHTA KaYvecTBa

Management
responsibility

OTBETCTBEHHOCThL

pyKOBOACTBa

Customers

N

Customers

MNoTebun-
TENWN MeHeaMeHT pecypcoe

Resource management

Measurement, analysis
and improvement

W3mMepeHue, aHanus
W ynydweHue

Product reallzatlon

Motpebu-
TENN

Satisfaction

YpoeneTeo-
PEHHOCTb

Requirements

Tpe6osanus Boinyck
npoAyKLUWm

Product
Mpoaykuma ||Beixon

Key YcnoBHble o0603HaYeHnA

—— Value-adding activities

— — —p» Information flow
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0.3 Relationship with ISO 9004

ISO 9001 and ISO 9004 are 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
organizations, or for certification, or for
contractual purposes. It focuses on the
effectiveness of the quality management
system in meeting customer requirements.

At the time of publication of this
International Standard, ISO 9004 is under
revision. The revised edition of ISO 9004 will
provide guidance 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
parties and their satisfaction, by the
systematic and continual improvement of
the organization’s performance. However, it
is not intended for certification, regulatory or
contractual use

0.4 Compatibility with other
management systems

During the development of this International
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
community. Annex A  shows the
correspondence between ISO 9001:2008
and ISO 14001:2004.
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0.3 Cesizb ¢ UCO 9004

MCO 9001 n NCO 9004 - ctaHmapTbl CUCTEMBI
MeHe[DKMeHTa KayecTBa, pa3paboTaHHble Ans
AONONHEeHnA Apyr JApyra, KOTOpble MOXHO
NPUMEHATL TaKXXe CAMOCTOSATENbHO.

MCO 9001 ycraHaBnuBaeT TpeboBaHMS K
CUCTEME MEHEMKMEeHTa KauyecTBa, KoTopble
MOMYT  WMCMOMb30BaTbC  A/11  BHYTPEHHEro
MPUMEHEHUs  OpraHuM3aumsaMu, B Lensx
cepTUdMKaLMN UM B KOHTPaKTHbIX LensiX. OH
CchOKYCMpOBaH Ha pe3yNbTaTUBHOCTM CUCTEMBI
MEeHe[DKMeHTa KauyectBa, u4Tobbl OTBevaTb
TpeboBaHMsM NoTpebuTenen.

Ha MOMEHT ny6nvkaumm JaHHOro
MeXAyHapoAHOro CraHaapTa, nCo 9004
HaxoauTcsa Ha cTtagmu nepecMoTpa.

MepecMoTpeHHoe u3gaHne ISO 9004 6yaper
CNTY)XMTb OPUEHTUPOM /1 PYKOBOACTBA MO
JOCTVXKEHUIO  YCTOMUYMBOrO  ycriexa to6oi
OpraHv3aLUmMnM B CIOXHOW, OTBETCTBEHHON U
MOCTOSIHHO ~ MeHsilowelca  obctaHoBke. Mo
cpaBHeHunio ¢ MCO 9001, crangapt MCO 9004
fenaeT 6onblWMI aKUEHT Ha MeHemKMeHTe
KauecTBa; OH oObpalleH K nOTpebHOCTSM U
OXWAAHWSIM BCEX 3aUHTEPECOBAHHbIX CTOPOH U
nx YAOBNETBOPEHMIO nocpeAcTBOM
CUCTEMATNYECKOr0 W MOCTOSIHHOMO Y/yuLleHUs
[IEATENBHOCTM OpraHv3aumn. TeM He MeHee, OH
He npeaHasHa4veH ans  ceptudukaumm,

PEryNMPYIOLLMX UM KOHTPAKTHbIX LIENEN.

0.4 CoBMeCTUMOCTb C APYrMMH
cUCTeMaMy MeHe)KMeHTa

Mpun pa3paboTke HacTosLero ctaHaapTa
[O/HKHOE BHUMaHue 6bino yaeneHo
nonoxenuam NCO 14001: 2004 ans ynydweHus
COBMECTUMOCTY 3TUX ABYX CTaHAapTOB B
MHTEpecax coobLlecTBa Nonb3oBaTenen.

B npunoxeHun A npeactaBneHa CBSA3b Mexay
MCO 9001:2008 n NCO 14001:2004.
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This International Standard does not include
requirements specific to other management
systems, such as those particular to
environmental management, occupational
health and safety management, financial
management or risk management. However,
this International Standard enables an
organization to align or integrate its own
quality management system with related
management system requirements. It is
possible for an organization to adapt its
existing management system(s) in order to
establish a quality management system that
complies with the requirements of this
International Standard.
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Hactoswmii  MeXxayHapoAHbll  CTaHAapT He
COAEPXXNT KOHKPETHbIX TpeboBaHW K ApyruM
cucTemMam MEHEeDKMEHTa, TaKuMm, Kak
3KOMOTUYECKUI  MEHEAXMEHT,  MEHEIKMEHT
nNpodeccMoHanbHOro 340poBbs M 6e30nacHOCTH,
(PUHAHCOBLIN MEHEMKMEHT WU  MEHEIKMEHT
puckoB. OpHaKO HacTOSALWMIA MeXAyHapOLHbIM
CTaHZapT MO3BOJISIET OpraHU3aLUMn COrnacoBaThb
WIN  WHTErpuMpoBaTtb  CBOKWO  COBCTBEHHYIO
cuctemy MeHEeDKMeHTa KayecTBa o
COOTBETCTBYIOWMMM  TpeboBaHusMKU  Apyrux
cUCTeM MeHemxkMeHTa.  OpraHusaums MOXeT
afjanTupoeaTb  AeicTBylOWwylo  cucteMy(bl)
MEHEKMEHTa AN CO3[4aHus  CUCTEMbI
MEHEKMEHTa KayecTBa, COOTBETCTBYHOLLEN
TpeboBaHMSAM  HACTOSILLEr0  MeXAyHapoAHOro
CTaHzaprTa.

10
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Quality management CucreMbl MEHEePKMEHTa

systems — Requirements KayecTBa- TpeboBaHus

1.Scope. 1 O6nacrtb NnpMMeHeHuUs.

1.1 General. 1.1 O6uimne nosioXKeHums.

This International Standard specifies Hacroswmui MeXAyHapOAHbI CTaHpapT

requirements for a quality management system yCTaHaBnuBaeT TpeboBaHMS K  cucTeme

where an organization MEHEeDKMEHTa KayecTBa B TeX C/lyyasix, Koraa
opraHusaums:

needs to demonstrate its ability to consistently Hy>xgaeTcsl B AEMOHCTpaLmu CBOEM

provide product that meets customer and CnocobHocTH NocTaBNsATb NpoAyKUMIO,

applicable statutory and regulatory OTBevalolLyto TpeboBaHUsIM noTpebutenen u

requirements, and COOTBETCTBYHOLLYHO NMPUMEHUMbIM
HOPMaTVBHbIM n perynvpyoLmm
TpeboBaHUSM K

aims to enhance customer satisfaction through CTPEMUTCS  YNYYlWMTb  YAOBNETBOPEHHOCTb

the effective application of the system, noTpeéutenein nocpeacTsoM

including processes for continual improvement pe3ynbTaTUBHOrO  MPUMEHEHUS  CUCTEMBI,

of the system and the assurance of conformity BK/OYAs  npoueccbl €€  MOCTOSHHOro

to customer and applicable statutory and yaydweHns u obecneyeHuss COOTBETCTBUS

regulatory requirements. TpeboBaHUAM MOTpedUTENEN U MPUMEHUMBIM
HOPMaTWBHbIM n perynmpyoLmM
TpeboBaHusM.

NOTE 1 In this International Standard, the MpuMmedaHue 1. B HaCTOSILLEM

term “product” only applies to MeXayHapOoAHOM CTaHgapTe TEPMUH
«MpoAyKUMS» NPUMEHNUM TOSBKO K:

a) product intended for, or required by, a a) npoaykumu, npeaHasHavaeMon ans

customer, notpebutens nnm npoayKumm,

3aTpeboBaHHOIN NOTpebUTeNeMm;
b) any intended output resulting from the b) niobomy npegHasHa4yeHHOMY BbIXOLHOMY
product realization processes. napameTpy, Mony4YaeMoMy B pe3ysibTaTte
MPOLIECCOB BbIMyCKa NPoAYKLUK.

NOTE 2 Statutory and regulatory requirements MNpumeyaHune 2. HopmaTuBHble "

can be expressed as legal requirements. perynupyowme TpeboBaHus MoryT  6biTb
BblpaXX€Hbl B BMAE  3aKOHOAATESbHbIX
TpeboBaHUi.

1.2 Application 1.2 NpuMmeHeHue

All requirements of this International Standard Bce TpeboBaHus HacTosLlero

are generic and are intended to be applicable MEXAYHapOAHOro  CTaHdapTa  SIBNSOTCS

to all organizations, regardless of type, size obwmmmn n NPYMEHUMBI KO BCEM

and product provided. OopraHv3auusM, He3aBuUCMMO OT ee TuMa,
pa3Mepa ¥ KaTeropmm npoayKumm.

Where any requirement(s) of this International Ecnn kakoe-nubo (kakme-nnbo) TpebosaHume

Standard cannot be applied due to the nature (TpeboBaHMsa) HacTosILEro MeXxAyHapOAHOro

of an organization and its product, this can be CTaHAapTa  Henb3s  MNPUMEHWUTb,  BBUAY

considered for exclusion. cneumdurkn opraHuM3aumMm 1M ee MNpoayKuum,

OHO (oHM) MoxeT(ryT) paccMaTpuBaTbCs B
KayecTBe npeaMeTa Afs UCKIIOYEHMS.
Where exclusions are made, claims of Ecnn caenaHbl UCKOYEHUS!, 3asiBNIEHUS O
conformity to this International Standard are COOTBETCTBMM  TpebOBaHMSIM  HACTOSILLErO

Bepcus nepesopa: 02.03.2009 11
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not acceptable unless these exclusions are
limited to requirements within Clause 7, and
such exclusions do not affect the organization's
ability, or responsibility, to provide product that
meets customer and applicable statutory and
regulatory requirements.

2 Normative references

The following referenced documents are
indispensable for the 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 systems
— Fundamentals and vocabulary

3 Terms and definitions

For the purposes of this document, the terms
and definitions given in ISO 9000 apply.
Throughout the text of this International
Standard, wherever the term “product” occurs,
it can also mean “service".

4 Quality management
system

4.1 General requirements

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

The organization shall

a) determine 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,

¢) determine criteria and methods needed to
ensure that both the operation and control of
these processes are effective,
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MEXAYHapOAHOro CtaHaapTa 6yayT aBnsiTbCS
npuemMneMbIMM TOMIBKO B TOM CJlyyae, ecsu
3TN WCK/IOYEHUS OrpaHuyeHbl TpeboBaHMsAMK
pagena 7, W 3TU  WUCK/OYEHUS  He
3aTparnealoT CNOCOOHOCTb OpraHM3aumm u He
ocBoboXaaloT ee OT OTBETCTBEHHOCTWM 3a
MocTaBKy  MpOAYKUMWM,  COOTBETCTBYHOLLEN
TpeboBaHusIM noTpebutTens u MnpUMEHNUMbIM
HOPMaTUBHbIM n perynmpyoLmm
TpeboBaHusM.

2 HopMaTUBHbIE CCbIJIKU

HwxeykazaHHble  CCbITOYHbIE  AOKYMEHTbI
obszaTencHble AN NPUMEHEHUS1 HACTOSLEro
[JOKyMeHTa. [ns CCbUIOK, MMeloWwmMX AaThl,
NpUMeHsieTCs TONbKO LUMTUPOBaHHOE
(NnpuBeaeHHOe) wu3paHuMe. [na CCbifok, He
UMeIoLMX AaTbl, MPUMEHSIETCS LMTUPOBAHHOE
(npviBeaeHHOE) nocnegHee nsgaHuve
(Bkntoyas niobeble nonpasku).

MCO 9000:2005 CwucTeMbl MeHemKMeHTa
kayecTBa- OCHOBHblE MOMOXEHWSI U CI0Bapb

3 TepMuUHbI U onpeaeneHus

Ons ueneii  HacTosWeEro  AOKYMEHTa
NPUMEHSAOTCS TEPMUHBI U onpeaenenuns UCO
9000.

TEpPMUH «NpoAyKUMS» B TEKCTE HACTOSLLErO
MEXAYHapOAHOro CTaHAapTa MOXET 03HaYaTb
TaKKe U «yCcnyry».

4. CucteMa MeHe)KMEeHTa
KayecTBa

4.1 O6wme TpeboBaHus

OpraHusaums A0/DKHA pa3paboTaTb,
[IOKYMEHTUPOBaTh, BHEAPUTb "
noaaepXmBatb B pa60qu COCTOAHUN
CUCTEMY MEHEKMEHTA KayecTBa, MOCTOSIHHO
yAy4LaTh ee pe3ynbTaTUBHOCTb B
COOTBETCTBUN C Tp66OBaHM9IMVI HacTtodwero
MeXyHapOoAHOro CTaHaapTa.

OpraHu3aums Ao/mKHa:

a) onpepenuTb Npouecchbl, Heobxoanmble Ans
CUCTEMbl MeHeIXXMEHTa KayecTBa, WU UX
NMpUMEHEHNE BO BCeM oOpraHusaumn (cm.
n.1.2);

b) onpegenutb nocnegoBaTeNnbHOCTL YU
B3aMMOJENCTBME 3TUX MPOLIECCOB;

C) onpegenuTb  KpUTepum 1 METOABI,
HeobxoauMble ans obecneyeHus
pe3yNbTaTUBHOCTM KaK MNPV OCYLLECTB/IEHUM,

12
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d) ensure the availability of resources and
information necessary to support the operation
and monitoring of these processes,

e) monitor, measure where applicable, and
analyse these processes, and

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

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

Where an organization chooses to outsource
any process that affects product conformity to
requirements, the organization shall ensure
control over such processes. The type and
extent of control to be applied to these
outsourced processes shall be defined within
the quality management system.

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

NOTE 2 An “outsourced process” is a process
that the organization needs for its quality
management system and which the
organization chooses to have performed by an
external party.

NOTE 3 Ensuring control over outsourced
processes does not absolve the organization of
the responsibility of conformity to all customer,
statutory and regulatory requirements. 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 requirements,

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

c) the capability of achieving the
necessary
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TaK U Npu ynpasJiIEHNN 3TUMN NpoLECCaMi,;

d) obecneumBaTb Hanuume pecypcoB W
NMHdOpMauuKn, HeobxoaMMbIX ANS MOAAEPXKKM
(YHKUMOHMPOBAHMS 3TMX MPOLECCOB N UX
MOHWTOPWVHIa;

€) OCYyLEeCTBASATb MOHWUTOPWHI, W3MEpPEHMUE
(roe nMpuMeHuMO) M aHanu3 3TUX MNpOLECCoB;
n

f) ocywecTBnsATb AEUCTBMS, HeEObXxoaMMblE
ansa OOCTUMXEHUA 3aniaHUpoOBaHHbIX
pe3y/IbTaToOB U MOCTOSIHHOMO Y/y4lleHNs 3TUX

NpoLIeCccoB.

OpraHuzauus [JOSHKHa OCYyLLEeCTBNSATb
MEHEKMEHT 3TUX NPOLIECCOB B COOTBETCTBUM
C TpeboBaHUsAMU HaCTOSLLErO

MeXAyHapoaHOoro CraHaapTa.

Ecnu opranmnsaumst pewaet nepeaatb
CTOPOHHMM OpraHM3aLusiM BbINOMHEHWE
Kakoro-nmbo npouecca, BAUSIOWErO Ha
COOTBETCTBME TPebOBaHMAM K NpOAYKLUUHA ,
OHa [0/1kHa obecneunBaTb CO CBOEN CTOPOHbI
yrpaBieHne TakKuMu npoueccamu. Tun m
06beM yrnpaBneHust A0/MKHbI 6bITb
onpeaeneHbl B paMKax CUCTEMbI
MEHEeKMEHTa KayecTBa.

Mpumeyanwme 1: Mpoueccol, HeobxoanMble ans
CUCTEMbl MEHE)KMEHTA KaueCTBa, YKa3aHHble
BblLLE, BK/IHOYAOT NMPOLECChl MEHEAXMEHTa,
BblAENIEHMS] PECYPCOB, BbIMyCcKa MNPOAYKLMN U
MpoLeccbl U3MepeHusi, aHanm3a u
YIyYLIEHUS.

MNpumeyaHue 2: «lpouecc ayTCopCuHra»,
NpeacTaBnsieT cobo MpoLecc, KOTopbii
HeobxoaMM AaHHONM OpraHu3aunn Ans ee
CUCTEMbI MEHEIPKMEHTA KQYeCTBa; U KOTOpbIN,
M0 >XETaHUI0 OpraHu3aumm, 6yaet
BbINOHATLCS CTOPOHHEW OpraHM3aumen
(BHELLHEN CTOpOHOW).

Mpumeyvanune 3: ObecneveHne ynpasneHus
npoLeccamMm ayTCOpCuMHra He ocBoboxaaeT
OpraHusaumto oT OTBETCTBEHHOCTM MO
obecneyeHnio COOTBETCTBUS BCEM
TpeboBaHUsIM NOTpebuTens, HOPMaTUBHbLIM U
perynupytowmmM TpeboBaHmnaM. Tun 1 CTeneHb
yrpaBneHnsi, NpUMEHNMbIE K NpoLieccam
AyTCOPCUHIa, MOryT 6bITb NOABEPXKEHDI
BO3AENCTBMIO TakUX (pakTOpPOB, Kak:

a) noTeHUManbHoOe BO3AENCTBME NpoLecca
ayTCOPCMHIa Ha CnocobHOCTbL OpraHn3auum
MOCTaBsATb MPOAYKLMIO, COOTBETCTBYIOLLYIO
TpeboBaHusM;

b) creneHb ynpaBneHus npoueccom;

C) CNocobHOCTb AOCTUraTb HEO6X0AMMOro
yrpaBneHns B paMKax NpuMeHeHus n.7.4
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control through the application of 7.4.

4.2 Documentation requirements

4.2.1 General.

The quality management system
documentation shall include

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

b) a quality manual,

¢) documented procedures and records
required

by this International Standard, and

d) documents, including records, determined
by the organization to be necessary to ensure
the effective planning, operation and control
of its processes.

NOTE 1 Where the term “documented
procedure” appears within this International
Standard, this means that the procedure is
established, documented, implemented and
maintained. A single document may address
the requirements for one or more procedures.
A requirement for a documented procedure
may be covered by more than one document.

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

a) the size of organization and type of
activities,

b) the complexity of processes and their
interactions, and
¢) the competence of personnel.

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

4.2.2 Quality manual

The organization shall establish and maintain a
quality manual that includes

a) the scope of the quality management

system, including details of, and justification
for, any exclusions (see 1.2),
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4.2 TpeboBaHMA K AOKYMEHTaLUUN

4.2.1 O6ume nonoxxeHus.

[JloKyMeHTaums CMCTEMbl MEHEMKMEHTA
KayecTBa JO/KHA BK/IOYaTh:

a) AOKYMeHTasIbHO 0(hOPMEHHbIE 3asBEHNS
0 MOSIUTUKE U LensiX B 061aCTN KavecTBa;

b) pykoBoACTBO MO KayecTsy;

C) LOKYMEHTUPOBaHHbIE Npoueaypbl U 3anucu,
TpebyeMble HAaCTOSALLMM MeXAyHapOAHbIM
CTaHAAPTOM U

d) noKkyMeHTbI, BK/IlOYas 3anucu,
onpeaeneHHble opraHM3aLment kak
HeobxoanMble ans obecneveHms
pe3yfbTaTUBHOIO NJIaHMPOBaHMS,
OCYLLECTB/IEHNS NPOLECCOB W yrpaBfieHus
UM,

MNpumeyaHue 1. Tam, rae B HaCTOSLIEM
MEXAYHapOAHOM CTaHAapTe BCTpeYaeTcs
TEPMUH «4OKYMEHTMPOBaHHas npoueaypa»,
3TO O3HayYaeT, YTo npoueaypa paspaboTaHa,
[OKyMeHTaNIbHO 0hopMIieHa, BHeapeHa U
noaaepXxusaetcs B paboyem CoCTOSHMM
OTAENbHbIN AOKYMEHT MOXET YYUTHIBATb
TpeboBaHUs 0aHON UK BoNbLLErO
Konu4yecTea npoueayp. TpebosaHue kK
JIOKYMEHTMPOBAHHOW MPOLIEZlype MOXET 6bITb
OTpa)keHo B 6osiee YeM OQHOM AOKYMEHTe.

MNpumevanHne 2. 0O6beM  OOKyMeHTaLMK
CUCTEMbl MEHEKMEHTa KayecTBa MOXET
OTIMYaTbCS B PasfIMYHbIX OpraHu3aumsax c
YYETOM:

a) pasMepa oOpraHMzauMm M BUAQ
AEATENbHOCTU;

b) cnoxxHocTn 1 B3auMoaencTBus NpoLEeCCcoB;
n
C) KOMMNETEHTHOCTW NepcoHana.

MpumeyaHne 3. [JoKyMeHTaUMs MOXeET
6bITb B NMoboi copMe M Ha noboM Tune
HOcUTens.

4.2.2 PyKoBOACTBO NO Ka4ecTBy

OpraHuzaumsi  go/mkHa  paspaboTatb U
noaaepxmBate B paboyeM  COCTOSIHWUM
PYKOBOZCTBO M0 KayecTBy, CoaepKaLllee:

a) obnactb NpUMeHeHNS CUCTEMbI
MEHeKMEHTa KayecTBa, BKJItOYas
nogpobHoctTn, M 0boCHOBaHWe  NO6bIX
nckntoydeHni (cm n.1.2);
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b) the documented procedures established for
the quality management system, or reference
to them, and

c) a description of the interaction between the
processes of the quality management system.

4.2.3 Control of documents

Documents required by the quality
management system shall be controlled.
Records are a special type of document and
shall be controlled according to the
requirements given in 4.2.4.

A documented procedure shall be established
to define the controls needed

a) to approve documents for adequacy prior to
issue,

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

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

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

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

f) to ensure that documents of external origin
determined by the organization to be
necessary for the planning and operation of
the quality management system are identified
and their distribution controlled, and

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

4.2.4 Control of records

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

The organization shall establish a documented
procedure to define the controls needed for the
identification, storage, protection, retrieval,
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b) [OKYMEHTUPOBaHHbIE npoueaypbl,
pa3paboTaHHble Af1s CUCTEMbl MEHEMKMEHTa
KauyeCTBa, WM CCbINIKU Ha HKX; U

C) oOnucaHvWe B3aWMOAEWCTBMSI MPOLECCOB
CUCTEMbI MEHEKMEHTA KayecTBa.

4.2.3 YnpaBneHue [OKyMeHTauueun

[IOKyMEHTBI, TpebyeMble cuCTEeMOM
MeHEIKMEHTa KayecTBa, LOJDKHbI
ynpaBnsTbCs. 3anucu SABNAIOTCS
CreumanbHbiM - BMAOM [OKYMEHTOB, M OHU
AOJDKHbI yNpaBnsTbCst cornacHo

TpeboBaHusM, NnpuBeaeHHbIM B M.4.2.4.

[ns  onpepeneHns HeOBXOAMMBLIX CPEncTB
ynpaBneHns [Jo/mkHa ObiTb  pa3paboTaHa

JIOKYMEHTVPOBaHHas npoueaypa,
npeaycMaTpvBatoLlas:
a) yTBEpXXAeHue [OKYMEHTOB Ha

a1eKBaTHOCTb A0 UX BbIMyCKa,

b) awanusz wn akTyanusaumto no Mepe
HeobXxoaMMOCTM U MOBTOPHOE YTBEPXAEHME
[IOKYMEHTOB;

c) obecnevyeHve maeHTUMOMKAUMN U3MEHEHWIA
n TeKyLLero cratyca nepecmoTpa
[LOKYMEHTOB;

d) obecneueHne Hanuuus (AOCTYMHOCTW)
COOTBETCTBYIOLUMX  BEPCUA  UCMOSb3YEMBbIX
[IOKYMEHTOB B MeCTaX UX NMPUMEHEHWS;

e) obecneyeHve CoxpaHeHUs [OKYMEHTOB
YETKMMM U NIETKO MAEHTUDMUMPYEMBIMU;

f) obecneueHne naeHTUdUKaLNM JOKYMEHTOB
BHELLHEro NpoMCcXoXaeHus, onpeaeneHHbIX
opraHusaumel kak HeobxoanMble ans
NaHNpPOBaHMs 1 PYHKLMOHUPOBaHNS
CUCTEMbI MEHEKMEHTA KayecTBa M
yNpaBneHns UX PaccbiKon; u

g) npenoTBpalleHMe  HenpegHaMepeHHOro
MCMOJSIb30BaHMSl YCTapeBLUMX [AOKYMEHTOB U
NpUMeHeHne COOTBETCTBYIOLLEN
naeHTUdUKaumm TaKnx [IOKYMEHTOB,
OCTaBJIEHHbIX ANSt KaKMX-TMB0 Lenei

4.2.4 YnpaBneHue 3anmucsaMm

3anucu, onpeaeneHHble Ans NpefocTaBieHus
CBUAETENLCTB COOTBETCTBUS TpeboBaHUAM U
ANs pe3ynbTaTMBHOrO  (hYHKLMOHMPOBaHUS
CUCTEMbl MEHEMKMEHTa KauyecTsa, AO/MKHbI
YNpaBnsTbCS.

OpraHnuzauus iNGE pa3paboTaTb

LAOKYMEHTUPOBaHHYO npoueaypy ans

onpeaeneHus cpeacTs ynpaBneHuns,
15
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retention and disposition of records.

Records shall remain legible, readily identifiable
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
effectiveness by

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

b) establishing the quality policy,

c) ensuring that quality objectives are
established,

d) conducting management reviews, and

e) ensuring the availability of resources.

5.2 Customer focus

Top management shall ensure that customer
requirements are determined and are met with
the aim of enhancing customer 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
organization,

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

management system,

c) provides a framework for establishing and
reviewing quality objectives,
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TpebyeMbiX MpU UAEHTUMDUKALWUKN, XPAHEHWU,
3awmTe, obecneyeHMn A0CTyna, COXpaHeHUu
N U3bATUM 3anucen.

3anucK [I0/MKHbI OCTaBaThbCA YETKUMU, NETKO
MOEHTUDULMPYEMBIMUA U JOCTYMHBLIMU.

5 OTBEeTCTBEHHOCTb
pyKoBoOACTBa

5.1 NMpuBep>keHHOCTb
pyKoBOACTBa

Bobicluee pykoBOACTBO AO/MKHO NMpeaoCTaBUTb
CBUAETENbCTBA CBOEW MPUBEPXKEHHOCTU MO
paspaboTke n BHEAPEHMIO CUCTEMBI
MEHeMKMEHTa Ka4yecTBa, a Takxke
NOCTOSIHHOMY YNyudLIEeHUIO eé
pe3yNbTaTUBHOCTM NOCPEACTBOM:

a) [oBefeHusl OO CBeAeHWs opraHu3auun
BaXXHOCTH BbIMOSIHEHMS TpeboBaHMuii
notpebutenei, a TaKke HOPMATMBHBLIX U
perynmpyoLmnx TpeboBaHuii;

b) onpegeneHns nonutkn B 0bnactu
KayecTBa;

c) obecrieyeHne TOro, 4TO UEnM B obnactu
KayecTBa YyCTaHOB/EHbI;

d) npoBegeHMss aHanNM30B CO  CTOPOHBI
PYKOBO/CTBA;

€) obecneyeHns Hann4umsi pecypcos.

5.2 OpueHTaums Ha noTpeburens

Bbiclee pyKOBOACTBO AO/MKHO obecneunBaTb
onpefeneHne W BbINOHEHWE TpeboBaHMiA
noTtpebutenen ans MOBbILLEHUS
YAOBIETBOPEHHOCTH noTpebutenei
(em.n.n.7.2.1 n 8.2.1)

5.3 MonuTtuka B obnacrtm
KayecTBa

Bbiclee pykoBOACTBO AO/MKHO obecneunBaTs,
yTOb6bI NONUTMKA B 06NaCTN KayecTsa:

a) COOTBETCTBOBaNA HamepeHnaM
opraHusaumu;
b) BK/IlOYaNa NpUBEPXXEHHOCTb

COOTBETCTBOBATb TpGGOBaHVIFIM N NOCTOAHHO
NOBbILLATb pPe3yNIbTaTUBHOCTb CUCTEMbI
MeHEMPKMEHTa Ka4yeCTBa,

C) co3aaBana OCHOBY AN MOCTAHOBKM M
aHanu3a ueneit B 0611aCTi KayecTsa;
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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 levels
within the organization. The quality objectives
shall be measurable and consistent with the

quality policy.

5.4.2 Quality management system
planning
Top management shall ensure that

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

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

5.5 Responsibility, authority and
communication

5.5.1 Responsibility and authority

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

5.5.2 Management representative

Top management shall appoint a member of
the  organization's = management  who,
irrespective of other responsibilities, shall have
responsibility and authority that includes
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d) 6bina goBeaeHa A0 CBedeHWst MepcoHana
opraHusaummn 1 bbina NMoHATHa emy;

€) aHanM3MpoBanacb Ha  MOCTOSIHHYIO
MPUroaHOCTb.

5.4 NMnaHupoBaHue

5.4.1 llenm B o6nacru kauecrBa

Bobiclee pyKoBOACTBO AO/MKHO obecneunBaTs,
yTobbl Lenn B 0bnactM kayecTsa, BK/IOYast
Te, KOTOpble HEeobXoAWMbl ANsl BbIMOSIHEHUS
TpeboBaHu K npoaykuun [cMm.n.7.1 a)], 6binn
YCTaHOB/EHbI ons COOTBETCTBYHOLUMX
(byHKUMIN M Ha COOTBETCTBYIOLUMX YPOBHSX
opraHusaumu. Lenn B obnactm kavecTtBa
JOJKHbI 6bITb U3MEPUMBIMU W COMNACyeMbIMU
C MOSIMTMKOMN B 0651aCTh KayecTBa.

5.4.2 NnaHmpoBaHMe CUCTEMBDI
MeHeM)KMEeHTa Ka4yecTBa.

Bbicllee pykoBOACTBO AO/MKHO obecneunts,
YyTOObI:

a) MNMaHUPOBaHME CUCTEMblI MEHEMKMEHTa
KayecTBa OCYLLIECTBNSNOCH C Lenbto
BbINOMHMTL TpeboBaHua n. 4.1, a Takxke
Lenei B 06/1aCTU KauyecTsa, u

b) uenoctHoCTb cCUCTEMBI MEHEMKMEHTA
KayecTBa noaaep>XmBanachb, ecnu
NIaHMPYIOTC WM BHEAPSIOTCS  WU3MEHEHUS
CUCTEMbl MEHEDKMEHTA KauyecTBa

5.5 OTBEeTCTBEHHOCTb,
NOJIHOMOYUSA U 06MeH
nHdopmMaumen

5.5.1 OTBETCTBEHHOCTb 4
MOJIHOMOUMS

Bbicluee pyKkoBOACTBO AO/MKHO 06eCcrneyunTh,
yTOBbl OTBETCTBEHHOCTb W MOSHOMOYUMS BblNN
onpeneneHbl U A0BeAeHbl A0 CBEAEHWA B
paMKax opraHv3auum.

5.5.2 Npeacrasutenb pykoBoACTBa

Bbicluee pykoBOACTBO AO/MKHO Ha3HauuTb
uneHa pYKOBOACTBA OpraHusaumu, KOTopblii
NMOMMMO APYrMX BO3JIOXKEHHbIX Ha HEero
06513aHHOCTEN, JI0JHKEH NMETb
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a) ensuring that processes needed for the
quality management system are established,
implemented and maintained,

b) reporting to top management on the
performance of the 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 liaison with external
parties on matters relating to the quality
management system.

5.5.3 Internal communication

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

5.6 Management review

5.6.1 General

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

Records from management reviews shall be
maintained (see 4.2.4).
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OTBETCTBEHHOCTb n
BKO4YaoLwmne:

NoIHOMO4uUS,

a) obecnedeHne paspaboTku, BHEAPEHUS U
nogdepXxaHus B paboyeM  COCTOSIHWUM
npoLeccos, TpebyeMbix cucTemom
MeHeKMEHTa Ka4yecTBa;

b) npeacraBneHne  oOT4YETOB  BbICLUEMY
PYKOBOACTBY O (DYHKLUMOHMPOBAHWM CUCTEMbI
MEHeMKMEHTA KayectBA WM 0O  Ntobol
NoTpebHOCTM B COBEPLUEHCTBOBAHUN; U

c) obecneyeHne OCBEAOMJIEHHOCTU
opraHu3aumm o TpeboBaHusx noTpedbutens.

MpuMeyaHue. B OTBETCTBEHHOCTb
npeacTaBuUTeNsl pPyKOBOACTBA MOXeET ObiTb
BK/IIOYEHO MOAAEPXKaHWE CBSA3U C BHELUHUMU
CTOpOHaMM MO  BOMpocaMm,  KacalowwmMmcs
CUCTEMbl MEeHeDKMEHTa KayecTBa

5.5.3 BHyTpeHHuMit 06MeH
nHdopmaumen

Bbicllee pyKOBOACTBO AO/MKHO obecneunTtb,
yTobbl B OpraHumsauum 6bianM YCTaAHOBEHbI
COOTBETCTBYIOLME npoLeccsl obMeHa
nHcdopmaumer, u  4ytobbl  3TOT  06MeH
MHGOPMaUMel OCYLLECTBAS/CS MO BONpPOCaM,
OTHOCSILUMMCSt K Pe3y/IbTaTUBHOCTU CUCTEMbI
MeHeKMeHTa KayecTsa.

5.6 AHanun3 co CTOpPOHbI
pyKoBoACTBa

5.6.1 O6wwMe nonoXKeHus

Boicluee PYKOBOACTBO JIOMMKHO
aHanM3npoBaTb 4Yepe3  3anjiaHUMPOBAHHbLIE
WMHTEPBasibl CUCTEMY MEHEMKMEHTA Ka4yecTBa
opraHusaumMmM C Uenblo obecrneyeHns ee
MOCTOSIHHOW MPUrOAHOCTM, 3AEKBAaTHOCTU U
pe3ynbTaTUBHOCTU. IDTOT aHanvM3 [OJHKEH
coaepXaTb  OLEHKY  BO3MOXHOCTEW AN
YAyJWEeHNs U HeobXoAMMOCTU WU3MEHEHUN B
CUCTEME MEHEeIKMEHTa KayectBa, B TOM
unucne B NOMMTUKE B 06NacTuM KadecTBa MU
uensx B obsactn KayecTsa.

3anucu 06 aHanu3e Co CTOPOHbI PYKOBOACTBA
OO/KHbI  moaaepxmBaTbCsl B pabouem
COCTOSIHUM (CM.N.4.2.4).
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5.6.2 Review input

The input to management review shall include
information on

a) results of audits,

b) customer feedback,

c) process performance and product
conformity,
d) status of preventive and corrective actions,

e) follow-up actions from  previous
management reviews,

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

g) recommendations for improvement.

5.6.3 Review output

The output from the management review shall
include any decisions and actions related to

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

b) improvement of product related to customer
requirements, and

C) resource needs.

6 Resource management

6.1 Provision of resources
The organization shall determine and provide
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.
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5.6.2 BxoaHble AgaHHble ans
aHanmsa

BxoaHble AaHHble Ans aHanv3a CO CTOPOHbI
PYKOBOACTBA JO/MKHbI BKJIIOYATb
MHOPMaLIMIO, KacaloLLyOCS:

a) pe3yNbTaToB ayauTOoB;

b) o6paTHoi1 cBSI3M OT noTpebuTeneit;

C)  (YHKUMOHWMPOBAHWS  MPOLECCOB MU
COOTBETCTBME NPOAYKLMN;

d) cTaTyca npeaynpexaatoLwmx n
KOPPEKTUPYIOLLMNX AEACTBUNM;

€) nocneayowmx AenNCcTBUA, BbITEKAOWMUX U3
npeaplaylimMx  aHaaM30B €O CTOPOHBI
PYKOBO/CTBA;

f) u3MeHeHwit, koTopble MOrnn 6bl NMOBUATH
Ha CUCTEMY MeHeI)KMEHTa KayecTBa;

g) peKkoMeHAaLmMK Mo YNyyLIEeHUIOo.

5.6.3 BbixoaHble AaHHbIe aHaNn3a

BbixogHble AaHHble aHanmMsa CO  CTOPOHbI
pykoBOACTBa OOJDKHbI BKKO4YaTb BCe
peLweHnsa n I,Cl,el‘;‘ICTBl/Is;I, OTHOCSALLMNECA K.

a) MOBbLIWEHNIO Pe3y/IbTAaTUBHOCTU CUCTEMbI
MEHeDKMEHTA KauyecTBa M ee NpoLIeCcoB;

b) ynyywenumio  npoaykuum,  CornacHo
TpeboBaHMsSM NOTpebuTenen;

C) NOTpebHOCTN B pecypcax.

6 MeHepKMEHT pecypcoB

6.1 O6ecneueHue pecypcamm

OpraHu3aumst 4oKHa onpeaenmTb 1
obecneunTb pecypcol, HeobxoauMmble ans:

a) BHeApeHusi U noaaepxaHns B paboyem
COCTOSIHAWN CUCTEMbI MEHEDKMEHTA KayecTBa,
a TaKXe NOCTOSIHHOMO MOBbILIEHUS ee
pe3ynbTaTUBHOCTY;

b) noBbilweHNs yaoBNETBOPEHHOCTH
noTpebuTenei NyTéM BbINMOMHEHUS UX
TpeboBaHMl.
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6.2 Human resources

6.2.1 General

Personnel performing work affecting
conformity to product requirements shall be
competent on the basis of appropriate
education, training, skills and experience.

NOTE Conformity to product requirements can
be affected directly or indirectly by personnel
performing any task within the quality
management system.

6.2.2 Competence, training and
awareness

The organization shall

a) determine the necessary competence for
personnel performing work affecting
conformity to product requirements,

b) where applicable, provide training or take
other actions to achieve the necessary
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 education,
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 requirements.
Infrastructure includes, as applicable
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6.2 YenoBseuyeckue pecypchbl

6.2.1 O6LwMe nonoXXeHus

MepcoHan, BbINOMHAOLIMIA paboTy,
BISIOLLYIO HQ COOTBETCTBME MPOAYKLMN
TpeboBaHusaM, A0mMKeH BbiTb KOMMETEHTHLIM
Ha OCHOBE MOoJTy4eHHOro obpa3oBaHus,
MoArOTOBKM, HaBbIKOB W OMbITa.

MpumMevanne. Ha cooTeeTcTBME TpeboBaHuaM,
npeabsiBAsSeMbIM K KayecTBy NpoAyKumM,
NpsiMO MW KOCBEHHO BAUSIET MepcoHan,
BbIMOSHAOWMIA  33/la4M B PaMKax CUCTEMbI
MEHePKMeHTa KayecTsa.

6.2.2 KOMNEeTeHTHOCTb, NoOAroToBKa
M 0CBEeAOMJIEHHOCTb

OpraHu3aums gomkHa:

a) onpeapenaTb HeobxoanMyto
KOMNETEHTHOCTb NEpCOHania, BbINOJIHAOLWENO
paboTy, BAUSOWYKD Ha  COOTBETCTBUE
TpeboBaHUSM, NPeAbIBASEMbIM K NPOAYKLMM.

b) obecneuvBatb, TaM rge YMeCTHO;
MoaroTOBKY WM  MpeanpuHMMaTb — apyrue
JAencTens C uenbto OOCTMXKEHNS
HeobX0ANMOro ypOBHSI KOMMETEHTHOCTY;

c) oueHMBaTb
NpeanpuHSATbLIX Mep;
d) obecneuvBaTb OCBEAOM/IEHHOCTb CBOEr0
repcoHana o6 akTyanbHOCTU U BaXXHOCTU €ro
JIESTENbHOCTU U BKNIAJE B AOCTUKEHME Lienei
B 0651aCTN KayecTBa, U

e) nopaepxuBatb B paboueM COCTOSHUM
COOTBETCTBYIOWME 3anucn 06 o6pas3oBaHuy,
NoAroToBKe, HaBblkax M onbiTe (cM.N.4.2.4).

pe3ynbTaTUBHOCTb

6.3 UHdpacTpykTypa

OpraHuzauus JOJKHa onpeaenuTsb,
obecneumBaTb M nopaepxuBatb B paboyem
COCTOSIHUM  MHGPACTPYKTYPY, HeobxoamMmyro
[ANSt AOCTUXKEHMSI COOTBETCTBUS TPEGOBAHMSIM,

npeabsiBAsemMbiM K npoayKumm.
NHdpacTpykTypa, BK/IIOYAET, ecnm
NPUMEHNMO:
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a) buildings, workspace and associated
utilities,

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

c) supporting services (such as transport,
communication or information systems).

6.4 Work environment

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

NOTE The term “work environment” relates to
those conditions under which work is
performed including physical, environmental
and 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 realization.
Planning of product realization shall be
consistent with the requirements of the other
processes of the quality management system
(see 4.1).

In planning product realization, the
organization shall determine the following, as
appropriate:

a) quality objectives and requirements for the
product;

b) the need to establish processes and
documents, and to provide resources specific
to the product;

¢) required verification, validation, monitoring,
measurement, inspection and test activities
specific to the product and the criteria for
product acceptance;
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a) 3AaHus, pabouyee NpocTpaHcTeo (paboune
MOMELLIEHNS) U CBA3AHHBIE C HUM YTUNUTLI;

b) obopynoBaHne pana npoueccoB (Kak
TEXHUYECKNe, Tak 1 NporpaMMHble CpeacTsa);

C) Cny>x6bl obecneyeHuns (ycnyrm,
HanpaBfieHHblE Ha MNOAEpP)XaHWE OCHOBHOM
aesitenbHOCTN) (HanpuMep, TPaHCMopT, CBs3b
N MHOOPMALIMOHHbBIE CUCTEMBI).

6.4 NpounsBoacTBeHHas cpena

OpraHusaums [0/mMKHa OnNpeaeniTb 1
yrpaBnsiTb NPOU3BOACTBEHHON CPeIow,
HEeo6X0AMMOW ANt AOCTVXKEHWSI COOTBETCTBUS
TpeboBaHMSM, NPEAbSABIAEMbIM K NPOAYKLNN.

MNpumeyaHne. TepMUH «NPOU3BOACTBEHHAS
cpefa» OTHOCUTCS K TEM YCII0BUSIM, B
KOTOPbIX BbINOMHSETCS paboTa, BKIoYas
dhusnyeckune, akonormyeckne u apyrme
¢dakTopbl (Takune Kak LWyM, TemnepaTypa,
BNAXXHOCTb, OCBELLEHNE MU METEOYCIIOBMS
(noroga).

7 Bbinyck npoayKuum

7.1 NMnaHupoBaHMe BbiNyckKa
npoayKuum

OpraHM3au,M9| OO/MKHa NnaHNpoBaTb n
pa3pabaTtbiBaTb NpoLecchl, Heobxoanmble Ans
BbiMyCKa npoaykuuun. MNnaHmpoBaHue Bbinycka
npoaykumMm  Ao/mKHO ObITb COrnacoBaHo ¢
TpeboBaHMAMM K APYrMM mnpoLeccaM CUCTEMbI
MeHeKMeHTa KadecTsa (cm.n.4.1).

Mp¥ NMAHUPOBAHWUKM  BbIMYCKA  MPOAYKLMM
OpraHu3aumsl [I0/DKHa YCTaHOBUTb, €C/IN 3TO
npuemMnIemo:

a) uenu B obnactu kayvectsa u TpeboBaHMA K
npoayKumm;

b) HeobxoammocTb B pa3paboTke NpoLEeccoB m
JOKYMEHTOB, a Takke B obecneyeHum
pecypcaMu Ansi KOHKPETHON NpoayKLUuMK;

c) Heobxoammyto AesiTeNbHOCTb no
BepuduKaumm n Banugaumn, MOHWUTOPUHIY,
N3MEPEHWNIO, KOHTPOMO U WCMbITAHUAM Ansi
KOHKPETHOM MpOAYKUMM, @ TaKkXKe KpuUTepum
NMPUEMKM NPOAYKLNK;

21



ISO 9001:2008(E)

d) records needed to provide evidence that the
realization processes and resulting 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 processes
of the quality management system (including
the product realization processes) and the
resources to be applied to a specific product,
project or contract can be referred to as a
quality plan.

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

7.2 Customer-related processes

7.2.1 Determination of requirements
related to the product

The organization shall determine

a) requirements specified by the customer,
including the requirements for delivery and
post-delivery activities,

b) requirements not stated by the customer
but necessary for specified or intended use,
where known,

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

d) any additional requirements considered
necessary by the organization.

NOTE Post-delivery activities include, for
example, actions under warranty provisions,
contractual obligations such as maintenance
services, and supplementary services such as
recycling or final disposal.
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d) 3anucu, Heobxognmble ansi obecneveHus
CBMAETENbCTBA TOMO, YTO NPOLIECCHl BbIMyCKa
NpoayKUMM UK TMOJyYeHHass B pe3yfbraTe
npoaykums  COOTBETCTBYIOT  TpeboBaHMAM
(cM.n.4.2.4).

Pe3ynbTaTt 3TOro NjaHMpoBaHMs AomKeH BbiTb
npeactaBneH B BUAE, COOTBETCTBYIOLLEM
NpaKkTUKe opraHn3auuu.

MpumeuyaHne 1. [JOKyMeHT, onpeaenstowmm
npoLeccbl CUCTEMbl MEHeMKMEHTa KayecTBa
(BkNOYas NMpouUecchl BbiMyCKa Mpoaykumm) u
pecypcbl, KOTOpble NPeACTOUT MPUMEHSTb K
KOHKPETHOM  MpOAYKUMKM,  MNPOEKTY WM
KOHTPaKTy, MOXeT paccMaTpuBaTbCsl  Kak
naaH KayecrTsa.

MpumMevanmne 2. OpraHusaumsi MOXET TaKkxke
NpuUMeHsITb TpeboBaHUs, coaepXalumecs B M.
7.3, NPUMEHUTENBHO K paspaboTke
MpOLIECCOB BbINycKa NpoAyKLUMK.

7.2 lNMpouyeccobl, CBA3aHHbIE C
noTpeburtenem

7.2.1 Onpepenexnne TpeboBaHuM,
OTHOCAILUMXCA K NPOAYKLUMN

OpFaHM3aLI,M$I AOOJDKHa onpeaennTb:

a) TpeboBaHus, YCTQHOBJIEHHbIE
notpebutensmu, Bkaoyas TpeboBaHus K
MOCTaBKe U AesTENbHOCTU NOC/E NOCTaBKy;

b) TpeboBaHus, He onpeaeneHHble
notpebutenemM, HO  Heobxoaumble — Ans
KOHKPETHOro nnm npeanonaraemMoro
MCMNOSb30BaHMsl, €CNIM OHO U3BECTHO;

C) HOPMaTUBHbIE 7 perynupyowume
TpeboBaHuWsi, NpUMEHVMbIE K MPOAYKLUWUM, U

d) nobble pononHuTenbHble TpeboBaHus,
KOTOpble HEOBXOAUMBI A1 OpraHMU3aLmm.

MNpuMeyaHue. [eaTenbHOCTb Nocie MoCTaBKu
BKJIHOYAET, Hanpumep, LENCTBUS no
obecneyeHunto rapaHTUMHbIX yCoBui,
KOHTpaKTHble o0bs3aTenbCTBa, TakuMe Kak
TexHn4yeckoe  06CnyXuBaHWe, a  TaKxe
AONONTHUTENbHbIE ycnyru, Takune KaK
nepepaboTka 1 OKOHYaTenbHas yTuamsauums.
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7.2.2 Review of requirements related
to the product

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

a) product requirements are defined,

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

c) the organization has the ability to meet the
defined requirements.

Records of the results of the review and
actions arising from the review shall be
maintained (see 4.2.4).

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

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

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

7.2.3 Customer communication

The organization shall determine and
implement  effective  arrangements  for
communicating with customers in relation to

a) product information,
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7.2.2 AHanu3 TpeboBaHumi,
OTHOCSILUUXCA K NPOAYKLUU

OpraHu3aums LOMKHa aHanu3npoBaTb
TpeboBaHMs, OTHOCAWMECS K NPOAYKLUMM.
DTOT aHanu3 [O/MKEH NpoBOAUTLCS [0
MPUHSATUSI  OpraHu3aumeil  obsisaTenbCTBa
noCTaBNsATb npoayKumo notpebuTenio
(HanpuMep, y4yacTue B TeHAepax, MpuHATUE
KOHTPAKTOB  WAM  3aKa3oB,  MPUHATHE
M3MEHEHWN K KOHTpaKTaM WM 3akaszam) M
JomkeH obecneunBaTb, YTOOLI:

a) TpeboBaHMs K npoaykuuMn  Bbinu
onpeaeneHbl;

b) TpeboBaHMs KOHTpakTa WM 3aKasa,
oTmyalowmecs ot chOpMyIMPOBAHHbIX
paHee, 6bIIM COrnacoBaHsbl; 1

C) opraHuzaums 6bina crnocobHa BbIMOMHATbL
YCTaHOB/EHHbIE TpeboBaHMSI.

3anMcu pes3ynbTaToB aHanvM3a W AencTBuid,
BbITEKAOWMX M3  aHanu3a,  AOSDKHbI
noaZepXvBaTbCsi B paboyeM  COCTOSIHUM
(cM.n.4.2.4).

Ecrm notpebutenu He BblABUralOT
AOKYMEHTUPOBaHHbIX TpeboBaHwii,
TpeboBaHMs, OTHOCAWMECS K MPOAYyKLMM
AOSKHbI 6bITb NOATBEPXXAEHbI OpraHu3aumen
A0 UX NPUHSATUS.

Ecnu TpeboBaHus K NpoayKUMUW U3MEHEHDI,
OopraHv3aums Ao/HkHa obecneynTb, YTobbI
COOTBETCTBYIOLWME AOKYMEHTbI OblIN BHECEHDI
N3MEHEHMS, @ 3aUHTEPECOBaHHbIV NEPCoHar
6bl1 NOCTaB/IEH B U3BECTHOCTb 06
N3MEeHUBLLNXCS TpeboBaHMAX.

MNpuMeyaHne. B  HEKOTOPbIX  CUTyauusix,
TaKMX, KaK NpoAaXkn, OCyLLeCTBAsSIEMbIE Yepe3
NHTepHeT, npakTUyecKu HEBO3MOXKHO
NpoBOAUTb OMUMANbHBIN aHaIu3  KaXaoro
3aKka3a. Bmecto 3TOro aHanMs  MOXeT
pacrpoCcTpaHATbCd  Ha  COOTBETCTBYIOLLYIO
nHpopMaLmMio O NPOAyKUMM, Takylo, Kak
KaTasiorn uamn peknamHbole MmaTepuansl.

7.2.3 CBsi3b C noTpeburensammn

OpraHvzaums  JomkHa — onpeaenuTtb U
OCYLLECTBUTb  pe3y/ibTaTUBHbIE MepPbl MO
NOAAEPXAHUIO CBSI3U C  NOTpebuTensmu,
Kacatolmecs:

.a) MHdopMaumm 0 Npoaykumm;
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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 planning, the
organization shall determine

a) the design and development stages,

b) the review, verification and validation that
are appropriate to each design and
development stage, and

c) the responsibilities and authorities for design
and development.

The organization shall manage the interfaces
between different groups involved in design
and development to

ensure effective communication and clear
assignment of responsibility. Planning output
shall be updated, as appropriate, as the design
and development progresses.

NOTE Design and development review,
verification and validation have distinct
purposes. They can be conducted and recorded
separately or in any combination, as suitable
for the product and the organization.

7.3.2 Design and development inputs

Inputs relating to product requirements shall
be determined and records maintained (see
4.2.4). These inputs shall include

a) functional and performance requirements,

b) applicable statutory and regulatory
requirements,
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6) NpoxoXxaeHWsl 3anpocoB, KOHTPAKTOB WK
3aKa30B, BKJIOYasi NONPaBKu, U

c) obpaTHOW CBA3M OT noTpebuTenen,
BKJItOYast Xanobbl noTpebuteneil.

7.3 NMpoekTnpoBaHue n
pa3paboTka

7.3.1 NnaHnpoBaHue
NPOEKTUPOBaHUS U pa3paboTkun

OpraHuzaums  Ao/kKHa  MAaHUpoBaTb U
YNpaB/siTb NMPOEKTUPOBAHUEM M Pa3paboTKoM
NPoAyKLIMN. B xome  nnaHMpoBaHus
NPOEKTUPOBaHMSI U pa3paboTKku OpraHU3auus
JO/MKHA YCTaHAB/NBATb:

a) CTagum NPOEKTUPOBaHNS 1 pa3paboTku;

b) npoBegenve aHanuza, Bepudukaumm wu
BanMaauMKn,  COOTBETCTBYIOLUMX  KaXKAOW
CTaauy NpoeKTUPOBaHUS U pa3paboTky;

C) OTBETCTBEHHOCTb M MOTHOMOYMS B 06/1aCTU
NPOEKTUPOBaHMSI U pa3paboTKM.

OpraHu3aums LOMKHA ynpaensiTb
B3aMMOAENCTBUEM pa3nnyHbIX rpynn,
3aHATbIX NPOEKTMPOBAHWEM M pa3paboTKoW, C
Lenblo obecneyeHuns pesynbTaTUBHOM CBA3N U
YETKOro pacnpefenieHss OTBETCTBEHHOCTM.
PesynbTathl naaHUpoBaHus [OSTKHBbI
COOTBETCTBYHOLINM crnocobom
aKTyanu3upoBaTbCs, MO Mepe BbINONHEHWS
MPOEKTMPOBAHUS N pa3paboTKw.

MNpuMeyaHne. AHanNM3 MpPoOEKTUPOBaHUS W
pa3paboTkn, Bepudmkaums W BanMaauus
MMEKNT YETKO passindnMmble LENN. OHu MoryT
BECTUCb M PErmcTpUpOBaTbCA OTAENbHO UK B
nobom coveTaHuu, NpUrogHOM ans
NpPoAYKUUK N OpraHusaumun.

7.3.2 BxogHble faHHblIe ans
NPOEKTUPOBaHUSA U pa3paboTkun

BxopHble JaHHble, OTHOCSLLMECS K
TpeboBaHUSM K MpOAYKUMM, HOSKHbI OblTh
onpeaeneHsl, a 3anucn [OSKHBI
noaaepXXuBatbcs B paboyeM cocTosiHUM (CM.
n.4.2.4). DT BXOAHble [daHHblE [OMKHbI
BK/THOYATb:

a) @YHKUMOHANbHbIE W 3KCM/TyaTauUoHHbIE
TpeboBaHus;

b) NpUMEHsieMble HOpMaTMBHbIE n
perynvpytowme TpebosaHus;

24



ISO 9001:2008(E)

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

d) other requirements essential for design and
development. The inputs shall be reviewed for
adequacy. 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 in a form suitable for verification against the
design and development input and shall be
approved prior to release.

Design and development outputs shall

a) meet the input requirements for design and
development,

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

C) contain or reference product acceptance
criteria, and

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

NOTE Information for production and service
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 performed in
accordance with planned arrangements (see
7.3.1)

a) to evaluate the ability of the results of
design and development to meet requirements,
and

b) to identify any problems and propose
necessary actions.

Bepcus nepesopa: 02.03.2009

MNCO 9001:2008 (NMepeson PP)

C) TaM, rge 23T0  LenecoobpasHo,
WHdopMaumMio, B3ATYI0 U3 Npedblaymx
aHaNorMyYHbIX MPOEKTOB;

d) ppyrve TpeboBaHMsl, CyLLECTBEHHblE ANS
NMpoekTUpoBaHna U pa3paboTku. BxoaHble
[aHHble  JO/MKHbl  aHanM3MpoBaTbCAd  Ha
aflekBaTHOCTb. TpeboBaHWs [OMKHbI  6bITb
MOSIHbIMY, HeZIBYCMbICNEHHbIMU Z
HENpOTMBOPEYMBLIMU.

7.3.3 BbixogHble AlaHHbIE
MPOEKTUPOBaHUS U pa3paboTkun

BbixogHble  AaHHble  MPOEKTMPOBaHUS U
pa3paboTkn  OOMKHbI  6bITb B dopMe,
npurogHon Aans Toro, 4To6bl MPOBECTM
BEpUdMKaumio OTHOCUTESTbHO BXOZHbIX
TpeboBaHui K NpPOEKTUPOBAHMIO n
pa3paboTke, a Takke [O/MKHbl  ObITb
YTBEPXAEHbI Lo nx nocneaytoLero
NCNONb30BaHMs.

BbixogHble  AaHHble  MPOEKTMPOBaHWMS U
pa3paboTKu AOMXKHbI:

Q) COOTBETCTBOBATb BXOAHLIM TpeboBaHUSaM K
MPOEKTMPOBAHUIO U pa3paboTke;

b) obecneumsaTb COOTBETCTBYIOLLEN
nHdopMaumenn no 3akynkaMm, obecrneyeHunto
Npou3BOACTBa M 06CNY>XMBAHWS;

C) coaepXaTb KpUTEpUU MPUEMKM NpoayKLUM
WM CCbITKM Ha HUX; U

d) onpenensTb XapaKTepUCTUKM NPOAYKLMK,
CYlleCTBEHHble Ans  ee 6e3omacHoro U
HaAneXxallero 1Crnonb3oBaHus.

Mpumeyanme. UMHdbopmauma o6 obecneyeHnn
npousBoACTBa W 0BCNYXMBaHMS  MOXET
BKJTIO4aTb cBeaeHus [0} COXpaHEHUN
NpoAyKUMM.

7.3.4 AHanNu3 NPpoOeKTUPOBaAHUSA U
pa3paboTkmu

Ha COOTBeTCTBYIOWMX CTaauMax  OOSDKEH

NPOBOAMTLCA  CUCTEMATUYECKMA  aHanu3
NMPOEKTUPOBAHWS n pa3paboTku B
COOTBETCTBUM C 3ann1aHNpPoBaHHbIMK

mMeponpuaTMsaMK (CM. n.7.3.1) ¢ uenbio:

a) OuEeHMBaHuSI CnocobHOCTN pe3y/bTaToB
NPOEKTUPOBAHNS n pa3paboTku
YyAOBNETBOPATL TPeboBaHMSM; U

b) BbissBneHuss nobbix nNpobnem n BHeceHus
NPeanoXeHUA No HEOBXOANMBIM AEUCTBUSIM.
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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
verification

Verification shall be performed in accordance
with planned arrangements (see 7.3.1) to
ensure that the design and development
outputs have met the design and development
input requirements. Records of the results of
the verification and any necessary actions shall
be maintained (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 application or
intended use, where known. Wherever
practicable, validation shall be completed prior
to the delivery or implementation of the
product. Records of the results of validation
and any necessary actions shall be maintained
(see 4.2.4).

7.3.7 Control of design and
development changes

Design and development changes shall be
identified and records maintained. The changes
shall be reviewed, verified and validated, as
appropriate, and approved before
implementation. The review of design and
development changes shall include evaluation
of the effect of the changes on constituent
parts and product already delivered. Records of
the results of the review of changes and any
necessary actions shall be maintained (see
4.2.4).
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B coCTaB y4yaCTHMKOB Takoro aHanu3a
[O/MKHBI BKOYATLCS npeacTasuTenu
noapasfeneHnin, WMelWmMx OTHOLEeHME K
aHanusupyemon(biM) cTaguu(am)
NpoekTupoBaHus U1  paspaboTku. 3anucu
pe3ynbTaToB aHanm3a M BCeX HeobXoanMbIX
LENCTBUMA,  [OMKHbI  MOAAEPXKMBATLCA B
paboyeM cocTossHuM (cM.n.4.2.4).

7.3.5 Bepuduxkauus
NPoOEeKTUPOBaHUA M pa3paboTkun

Bepudvkaumss gomKHa OCYLLECTBASTbLCS B
COOTBETCTBUM C 3an/laHMpOBaHHbLIMU
meponpusatMsMn  (cM. n.7.3.1),  4TO0bbI
YOOCTOBEPUTBLCS, YTO BbIXOAHbIE  AaHHbIE
NPOEKTUPOBAHNS n pa3paboTkn
COOTBETCTBYIOT ~ BXOAHbIM  TpeboBaHusM.
3anucy pesynbTaToB BepU@UKaUMM M BCEX
Heob6X0AUMBIX JlecTBuUM, JIOJKHBI
nogaepXmBatbcd B paboyeM  COCTOSIHUM
(cM.n.4.2.4).

7.3.6 Banvaaums npoeKkTMpoBaHus
n paspaboTku

Banupaumna npoekTupoBaHWa M pa3paboTku
JOJKHa OCYLLECTBNSATLCS B COOTBETCTBUM C
3annaHnpoBaHHbIMK MeponpusITUSIMU
(em.n.7.3.1), 4TOBbI YAOCTOBEPUTLCS, UTO
MoslydeHHass B pe3ynbTaTe  NpoAayKums
COOTBETCTBYET TpeboBaHusM K
YCTaHOB/IEHHOMY MM MpeAanoniaraeMomy
NCMosb30BaHWUIO, €C/IM OHO M3BECTHO. Bo Bcex
Cny4yasix, Korga 3TO MpaKTUYeCKM BO3MOXXHO,
BaMaauus Jo/mkHa ObiTb 3aBepuleHa Ao
MOCTaBKM WM MPUMEHEHNS  NPOAYKLUMM.
3anucyM  pesynbTaToB  BanuaauMmM U BCeX
HeobXoAUMBIX JIeNCTBUN, JIOJKHBI
noadEpPXMBaTbC B paboyeM  COCTOSIHUM
(cM.n.4.2.4).

7.3.7 YnpaBneHue nsMeHeHUsIMMn
NPOEKTUPOBaHUSA U pa3paboTkun

M3MeHeHMs1 MpoeKkTUpoBaHMS M pa3paboTku
AOMKHbI 6bITb MAEHTUDUUMPOBAHBI, a 3anncu
JO/MKHbI  noaaepxmBaTecsl B paboueM
COCTOSHUWU.  M3MeHeHus  AO/MKHblI  BblTb
NMpoaHaM3MpoBaHbl,  BEPUMUUMPOBAHLI U
NMOATBEPXAEHbI COOTBETCTBYIOLWMM 06pa3oM,
a TaKkke MpuHATBI A0 BHeceHusl. AHanu3
M3MEHEHWI MPOEKTUPOBAHNA W pa3paboTku
[JO/DKEH BK/OYATb  OLEHKY MOCNeAcTBuS
M3MEHEHMI Ha COCTaBHble YacTh U Yyxke
MOCTaBJIEHHYIO npoayKumtio. 3anucu
pes3ynbTaToB aHanMsa W3MEHEHWM W BCEX
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7.4 Purchasing

7.4.1 Purchasing process

The organization shall ensure that purchased
product conforms to specified purchase
requirements. The type and extent of 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 organization's
requirements. Criteria for selection, evaluation
and re-evaluation shall be established. Records
of the results of evaluations and any necessary
actions arising from the evaluation shall be
maintained (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,

b) requirements for qualification of personnel,
and
¢) quality management system requirements.

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

7.4.3 Verification of purchased
product

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

Where the organization or its customer intends
to perform verification at the supplier's
premises, the organization shall state the
intended verification arrangements and method
of product release in the purchasing
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HeobXxoanMbIX JIENCTBUN, [OMKHBbI
noaaepXxmBaTtbCd B paboyeM  COCTOSIHUU
(cM.n.4.2.4).

7.4 3aKynku

7.4.1 lNpouecc 3aKynok

OpraHuzaums OOMKHa obecneunBaThb
COOTBETCTBME  3aKymnJIeHHOM  npoayKuuu
YCTaHOB/IEHHbIM TPeOOBaHUAM K 3aKynKaMm.
Tvn M cTeneHb YMNpaBfeHUs, MPUMEHSIEMblE
MO OTHOLLUEHMIO K MOCTaBLLUMKY W 3aKymniieHHOM
npoaykuMK,  OO/MKHbl  3aBUCETb OT €€
BO3AENCTBMST Ha nocneaylowme  cTaguu
BblNycka npoayKuum nnm roTOBYIO
npoayKLuuto.

OpraHu3aums A0/MKHa OLEHUBATb U BbIBUpATb
MOCTaBLUMKOB Ha OCHOBE WX CMNOCOBGHOCTM
MoCTaBNSATb MNPOAYKUMIO B COOTBETCTBUM C
TpeboBaHusIMM opraHu3aumn. [omkHbl 6bITb
pa3paboTaHbl KpUTEpMM OTOOpPA, OLEHKM U
MOBTOPHOM OLIEHKW. 3anucu  pesynbTaToB
OLIEHMBAHUSA U BCEX HEOBXOAMMBIX AEACTBUNA,
JO/MKHbI  MoAAepXuBaTbCl B paboyem
CoCTOsHUM (CM.M.4.2.4).

7.4.2 UucpopManms nNo 3aKynkam

MHdbopMaums  mo  3aKkynkam  JO/KHA
OMNCbIBaTb 3aKa3aHHylo npoayKumio,
BKJItOYas!, rae 3T0 Heo6XxoaNMO:

a) TpeboBaHUA K YTBEPXAEHWUIO MPOAYKLMK,
npoueayp, NPoOLEeCccoB U 060pyaOBaHuS;

b) TpeboBaHus K KBanuduKauum nepcoHana;
n

C) TpeboBaHMS K CUCTEME MEHEMKMEHTa
KayecTBa.

OpraHuzauus iR GE) obecneunBaTtb
a[1IEKBATHOCTb YCTQHOBJIEHHbIX TPeBOBaHMIN K
3aKyrnKaM JI0 MX COOBLLIEHNS MOCTaBLUUKY.

7.4.3 Bepudmkaums 3aKynieHHOM
npoaykKuuu

OpraHusaumss  gomkHa  paspabotatb u
OCYLLECTBNATb  KOHTPO/Ib  WAM  Apyrue
JeicTBus, HeobxoauMble AN obecneyeHus
COOTBETCTBMSI  3aKYMJIEHHOW  MpOAyKLMK
YCTaHOB/EHHbIM TpebOBaHMSAM K 3aKyrKaM.
Ecnv opraHusaumss unu ee notpebutens
npeanonaraloT  OCyLeCTBUTL  BepuduKaumio
Ha npeanpusTAmn NoCTaBLUMKa, TO
opraHusauus  Ao/bkHa  YCTaHOBUTb B
nHdopMaLuyM MO 3akynkam npegnonaraemble
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information.

7.5 Production and service
provision

7.5.1 Control of production and
service provision

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

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

b) the availability of work instructions, as
necessary,
c) the use of suitable equipment,

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

e) the implementation of monitoring and
measurement, and

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

7.5.2 Validation of processes for
production and service provision

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

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

The organization shall establish arrangements
for these processes including, as applicable,

a) defined criteria for review and approval of
the processes,
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Mepbl U MeToA BepudUKaLuM BbIMyCKaeMOM
NPOAYKLMH.

7.5 ObecneueHue Npom3BoACTBa
n o6cnyxmBaHus

7.5.1 YnpaBneHue npou3BoACcTBOM U
o6bcnyxmBaHmeMm

OpraHu3aums fomkHa NiaHMpoBaTh U
obecneunBaTth NPOU3BOACTBO M
06CNy>XMBaHWE B YNPaBISEMbIX YC/TOBUSIX.
yl'lpaBJ'IHEMble ycnosua AOJDKHbI BK/1KOYATHL B
npuemnemMon copme:

a) HanuMume wuHdOPMaLMK, OMNMUCHIBAIOLLEN
XapaKTEPUCTUKM MPOAYKLMK

b) Hanuume paboumx WMHCTPYKUMI B Ciydae
HeobxoanMoCTy;

C) npuMeHeHne noaxoasaLero
(cooTBeTcTBYlOLWEro) obopyaoBaHus;

d) Hannune u npumeHeHwe o06OpPyAOBaHMS
A7151 MOHUTOPWHIA U M3MEpeHus;

€) NpoBeAeHNe MOHUTOPUHIA U U3MEPEHUI; U

f) ocyllecTBneHne BbiNycka NpOAYKLIMM,
MoCTaBKM W [OEUCTBMM MOCNEe  MOCTaBKu
NpoayKLNN.

7.5.2 Banvpaaumsa npoueccos
obecneyeHns NponsBoOACTBa U
o6cnyxmBaHus

OpraHuzaums  [o/mKHa OCYLLECTBNATb
Ba/MauMio BCEX MpoLeccoB obecneyeHus
NPOM3BOACTBA U 06CNYXMBaHMUS, pe3ynbTaThl
KOTOPbIX HENb3s MPOBEPUTH MOC/EAYIOLUM
MOHUTOPMHIOM WM u3MepeHusMu.  Kak
CNeacTBue, HeaoCTaTKu CTaHOBSITCSA
OYEeBMAHLIMM  TONMbKO  MNOCNE  Hadana
UCMONb30BaHMSl  MPOAYKUMM  MAM  nocne
NpeaoCTaBeHns yCyru.

Banugauuss po/mkHA  NPOAEMOHCTPUPOBATH
CMOCOBHOCTb  3TUX  MPOLECCOB  AOCTUraThb
3an/IaHNPOBaHHbIX PE3y/bTaToB.

OpraHusaums JOMKHa
MEponpuaTUSI no 3TUM
BKJIIOYAIOLWME, rae NPUMEHNMO:

a) onpeaeneHHble KpUTepUW ANs aHanmusa u
YTBEPXAEHMS NPOLIECCOB;

pa3paboTaTb
npoueccam,
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b) approval of equipment and qualification of
personnel,

¢) use of specific methods and procedures,

d) ) requirements for records (see 4.2.4), and
e) revalidation.

7.5.3 Identification and traceability

Where appropriate, the organization shall
identify the product by suitable means
throughout product realization.

The organization shall identify the product
status with respect to monitoring and
measurement requirements throughout
product realization.

Where traceability is a requirement, the
organization shall control the unique
identification of the product and maintain
records (see 4.2.4).

NOTE In some industry sectors, configuration
management is a means by which identification
and traceability are maintained.

7.5.4 Customer property

The organization shall exercise care with
customer property while it is under the
organization's control or being used by the
organization. The organization shall identify,
verify, protect and safeguard customer
property provided for use or incorporation into
the product. If any customer property is lost,
damaged or otherwise found to be unsuitable
for use, the organization shall report this to the
customer and maintain records (see 4.2.4).

NOTE Customer property can include
intellectual property and personal data.

7.5.5 Preservation of product

The organization shall preserve the product
during internal processing and delivery to the
intended destination in order to maintain
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b) yTBEPXAEHUE COOTBETCTBYIOLLEMO
obopynoBaHMsa 1 KBanuduKaumm NepcoHana;

C) nNpUMEHEHNEe KOHKPETHbIX METOAOB W
npoweayp;
d) TpeboBaHus Kk 3anucam (cm.n.4.2.4); u

€) NOBTOPHYIO BanMaaLmio.

7.5.3 UpeHTnpmkaumsa n
NpoCNeXXUBaeMoCTb

Ecim  3T0  uenecoobpa3Ho, opraHu3aums
[O/MKHA MAEHTUPUUMPOBATL NPOAYKLUMIO Mpu
MOMOLLX COOTBETCTBYIOLUMX CPEACTB Ha BCEX
CTaauax eé Bbinycka.

OpraHuzauns AomkHa unaeHTUduuUmMpoBaTb
CTaTyCc MpoayKuuMm MO  OTHOWEHU K
TpebOBaHMSIM MOHWUTOPUHIA U WU3MEPEHUA B
XO[e BCEro co3aaHus NpoayKumn.

Ecnm NPOCNEeXMBAaEMOCTb ABNSAETCA
TpeboBaHMeM, TO OpraHM3auus  AO/MKHA
yrpaBnsTh CreunansHo  MaeHTUdMKaumen
npoaykuuvM W MOAAEPXMBATb 3anucu B
paboyeM cocTosiHMM (CM. n.4.2.4).
MpumeyaHwue. B psge oTpacnei
NPOMBILLIEHHOCTU MEHEMKMEHT
KOH(Urypauum  sIBASeTca  CpeacTsoM, C
MOMOLLbO KOTOpOro noaaep>XMBaeTCs
NAEHTUUKALMS U MPOCIIEXNBAEMOCTb.

7.5.4 Co6¢cTBEHHOCTb noTpeburenen

OpraHuzaumsi gomkHa nposiBNsiTb 3aboTy o
CcobCTBEHHOCTM  NOTpebuTens, noka OHa
HaxoAMTCS MoA YrpaBfieHMEM OpraHusaumm
Unn ucnonb3yeTtcs eto. OpraHnsaumnst AoMKHa
NaeHTUPUUMPOBaT, BEpUULMPOBATD,
3aWMAaTh U COXpaHsTb  COBCTBEHHOCTb

notpeéuTens, NpeaoCTaB/IEHHYHO ans
UCMOJb30BaHNA nnm BKJTHOUEHUS B
npoayKumto. Ecrm COBCTBEHHOCTb

noTpebutenst yTepsiHa, NOBPEXAEHA WM
Mpu3HaHa HeEMNpWUroaHoW Ansi UCMONb30BaHUS,
opraHu3auusl AOo/mKHa W3BECTUTb 06 3TOM
noTpebutenss M noadepXusaTb 3anucu B
pabouem coctosHun (cm.n.4.2.4).
MpuMmevyaHne. CobCTBEHHOCTL NOTpebUTENS
MOXET BK/tOUYaTb B CEBA MHTENNEKTYaNbHYO
COBCTBEHHOCTb W MEPCOHasbHbIE AaHHbIE.

7.5.5 CoxpaHeHue npoayKuuu

ana obecneyeHuns COOTBETCTBMSA
TpeboBaHUSAM opraHusaums JIO/MDKHa
COXPaHSATb MPOAYKLMIO B XOAE BHYTPEHHEl
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conformity to requirements. As applicable,
preservation shall include identification,
handling, packaging, storage and protection.
Preservation shall also apply 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 undertaken
and the monitoring and measuring equipment
needed to provide evidence of conformity of
product to determined requirements.

The organization shall establish processes to
ensure that monitoring and measurement can
be carried out and are carried out in a manner
that is consistent with the monitoring and
measurement requirements.

Where necessary to ensure valid results,
measuring equipment shall

a) be calibrated or verified, or both, at
specified intervals, or prior to use, against
measurement standards

traceable to international or national
measurement standards; where no such
standards exist, the basis

used for calibration or verification shall be
recorded (see 4.2.4);

b) be adjusted or re-adjusted as necessary;

¢) have identification in order to determine its
calibration status;

d) be safeguarded from adjustments that
would invalidate the measurement result;

e) be protected from damage and deterioration
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 affected.
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06paboTkn M B Mpouecce NOCTaBKM K MeCTy
Ha3HaYeHusl. Ecnm uenecoobpasHo,
COXpaHeHue [O/TKHO BK/IOYATb
naeHTUdUKaumio, MNOrpy304HO-pa3rpy304HbIe
paboTbl, YMNAKOBKY, XpaHeHMe W 3aluuTy.
CoxpaHeHWe JO/MKHO TakKe MPUMEHATLCS U K
COCTaBHbIM YacTsIM NpoAyKLUM.

7.6 YnpaBneHue obopyaosaHmem
AN MOHUTOPUHIa U U3MEepPeHnH

OpraHusaums JOMKHA YCTQHOBUTb
MOHUTOPUHI U U3MEPEHMS], KOTOpbIE
npeacTouT OCyLLeCTBNATh, a TaKxe
obopynoBaHve  ans MOHWTOPWHIa n
n3mepeHunsi, Heobxogumele ans obecneyeHus
CBMAETENbCTBA  COOTBETCTBUS  MPOAYKLMUK
YCTaHOBNEHHbIM TpeboBaHuaM (cM.n.7.2.1).
OpraHu3aums o/mkHa YCTaHOBUTb MPOLIECCHI,
KOTOpble  AO/DKHbl  FapaHTUpOBaTb,  4TO
NMpoBeAEHNE MOHUTOPUHIA U  MU3MEPEHWUM
BO3MOXHO M 4YTO OHM NpOBOAATCA B
COOTBETCTBMM C TpeboBaHUsIMU K
MOHWUTOPUHIY U U3MEPEHMSIM.,

Tam, rge  Heobxogumo  obecneymBaTb
MMEIOLLME  3aKOHHYI CWy  pe3ynbTaThl,
n3MepuTenbHoe 060pyaoBaHMeE AOMKHO ObITb:

a) oOTkanubpoBaHo W (MnKM) nNOBEpPEHO B
YCTaHOBJ/IEHHbIE MEpUoAbl MU nepeg  ero
NpMMeHeHWeM Mo 06pa3uoBbIM 3TanoHaM,
nepeAarolwnM pasMepbl eanHUL, B CPaBHEHWUU
C MeXAyHapoaHbIMWU WAN  HAUMOHAJIbHLIMM
STanoHaMK; NpU OTCYTCTBUM TakMX 3TasSIOHOB
6aza, ncnonb3oBaHHas AN KanMbposkM Mnn
MOBEPKM, AOKHA

6bITb 3aperncTpupoBaHa (cm.n.4.2.4);

b) OTperyMpoBaHo nnm NMOBTOPHO
OTperynMpoBaHo no mepe HeobxoanMoCTH;

C) wuMeeT waeHTUdMKAUMIO C  Lenbio
YCTaHOBJ/IEHUS CTaTyca KaMbpoBKM;

d) 3awMweHo OT peryiMpoBoOK, KOTOpble
caenanu 6bl HeAENCTBUTENBHBIMU PE3YIbTaTbl
n3MepeHus;

€) 3alUMLLEHO OT MOBPEXAEHNUS U YXYALWEHNS
COCTOSIHUS B Xofe 0bpalLeHuns, TEXHUYECKOrO
06CNyXnBaHWS U XpaHEHMSI.

Kpome Toro, opraHvsaumst A0/HKHa OLEHUTb U
3aperncTpupoBaTtb NpaBOMOYHOCTb
npeablaylWwmx pe3ynbTaToB M3MEpeHusl, ecniun
obHapyxeHo, 4TO  obopyaoBaHue  He
cooTBeTCTBYET TpeboBaHusiM. OpraHusaumsi
[JO/DKHa  MpeanpuHsiTb  COOTBETCTBYIOLLEE
I,CI,EI\/‘ICTBVIE B OTHOLUEHUN TaKkoro
obopyaoBaHuss ¥ mwobon  npoayKuuu,
NOABEPrHyBLIENCS BO3AENCTBUIO.
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Records of the results of calibration and
verification shall be maintained (see 4.2.4).

When used in the monitoring and
measurement of specified requirements, the
ability of computer software to satisfy the
intended application shall be confirmed. This
shall be undertaken prior to initial use and
reconfirmed as necessary.

NOTE Confirmation of the ability of computer
software to satisfy the intended application
would typically include its verification and
configuration management to maintain its
suitability for use.

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
management system, and

¢) to continually improve the effectiveness of

the quality management system.

This shall include determination of applicable
methods, including statistical techniques, and
the extent of their use.
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3anucn pe3ynbTaToB KanuMbpoBKM U MOBEPKU
[JO/MKHbI  noaaepxuBatbcd B pabouem
COCTOSIHUK (CM.N.4.2.4).

Echm  npu MOHWUTOpUHrE U M3MepeHun
YCTQHOBMIEHHbIX ~ TPebOBaHWA  UCMONb3YIOT
KOMMbIOTEPHbIE MPOrpaMMHbIE CPeAcTBa, MX
CnocobHOCTb YOOBNETBOPATH
npeanosiaraéMoMy  MPUMEHEHWUID  [OJMKHA
6bITb  noaTBepXAeHa. 3TO  AOMKHO 6biThb
OCYLLEeCTBNIEHO A0 Hayana MpUMEHeHns W
NMOBTOPHO NoATBEPXAEHO no mepe
HeobxoaMMOoCTw.

MpuMeyaHue. MoaTBepXXaeHWe BO3MOXHOCTU
KOMMbIOTEPHOM MpOrpaMmbl  YAOBETBOPSITH
npeanosiaraéMoMy  MPUMEHEHUD  OBbIYHO
BK/IOYAET ero BepuduKaumio U MeHemKMEHT
KOH(Urypauum  ans  noaaepXaHust  ee
npnrogHoCcTn anga npuMeHeHus.

8 U3MmepeHue, aHanu3 n
ynyuiueHue

8.1 O6wme nonoxxeHus

OpraHuzaumsi  Ao/mKHa  MJlaHMpoBaTb MU
NPUMEHSITb npoLecchl MOHMWTOPWHra,
M3MepeHusi,  aHanu3a U ynydlleHus,
HeobxoauMble Ans:

a) OEMOHCTpaLMKn COOTBETCTBUS TpeboBaHUSM
K NpoayKunu;

b) obecneueHnss COOTBETCTBMSI  CUCTEMbI
MEHeI)KMEeHTa KayecTsa; U

C) NOCTOAHHOIo NoBbILLEHUA
pe3ynbTaTMBHOCTU CUCTEMbI MEHEMPKMEHTA
Ka4yecCTBa.

370 AOJ1XHO BKIO4YaTb onpeaenexHne
NPpUMEHUMbIX MeToA0B, B TOM yucne
CTaTUCTUYECKHUX, n CTENEHb nx
MCNoJib30BaHUA.
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8.2 Monitoring and measurement
8.2.1 Customer satisfaction

As one of the measurements of the
performance of the quality management
system, the organization shall monitor
information relating to customer perception as
to whether the organization has met customer
requirements. The methods for obtaining and
using this information shall be determined.

NOTE Monitoring customer perception can
include obtaining input from sources such as
customer satisfaction surveys, customer data
on delivered product quality, user opinion
surveys, lost business analysis, compliments,
warranty claims and dealer reports.

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
International Standard and to the quality
management system requirements established
by the organization, and

b) is effectively implemented and maintained.

An audit programme shall be planned, taking
into consideration the status and importance of
the processes and areas to be audited, as well
as the results of previous audits. The audit
criteria, scope, frequency and methods shall be
defined. The selection of auditors and conduct
of audits shall ensure objectivity and
impartiality of the audit process. Auditors shall
not audit their own work.
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8.2 MOHMTOPMHI U U3MepeHue

8.2.1 YaoBneTBOpEeHHOCTb
noTpe6butenen

B kauectBe ogHOro u3 cnocoboB M3MepeHus
TOro, Kak  dYHKUMOHMpYEeT  cucTema
MeHeDKMEHTa KayecTBa, opraHusaums
[O/KHA NpoBOAUTb MOHUTOPWHI
MH(OPMaUMK, OTHOCSLLENCS K BOCMPUSTUIO
notpebutenem  TOro,  BbIMNOMAHWNA iU
opraHusaummn ero TpebosaHus. JomkHbI 6bITb
YCT@HOBMIEHbl ~ METOAbl  MOMYYeHUss U
MCMONb30BaHWS 3TON MHGOPMaLUK.

MpuMeyaHue.  MOHUTOPUHI  BOCNPUATUA
NnoTPebuUTeNsiMM MOXET BK/IOYATb MOJTyYeHMe
BXOZHbIX MapaMeTpPOB U3 TAKUX MCTOYHMKOB,

KaK 0630pbl YAOBNIETBOPEHHOCTU
noTpebutenein, AaHHbIX MOTpebutenss B
OTHOLLIEHUN KayecTBa MOCTaB/IEHHOM
npoayKLumM, 0630poB MHEHWI NOb30BATENEN,
aHanus ynyLLEeHHON (BO3MOXKHOCTH)
npeanpUHUMAaTENbCKOM [IeATENbHOCTH,
6narogapHocT,  MpeTeHsMM B paMKax
rapaHTUNHbIX 06513aTeNbCTB, OTYETHI
[AMNepoB.

8.2.2 BHYTpeHH#Uii ayauT

OpraHuzauus AOMKHA npoBOANTb
BHYTPEHHVE ayauTbl Yepes 3arnjiaHMpoBaHHble
MHTEpBanbl C UMbl YCTAaHOBMIEHNS TOrO, YTO
CcUCTEMa MeHeKMEHTa KavecTsa:

a) COOTBETCTBYET 3annaHMpoBaHHbIM
mMeponpuaTuaM  (cM.n.7.1),  TpeboBaHuAM
HaCTOSILLEro MeXAyHapoAHOro CraHgapta M
TpeboBaHMSAM K CUCTEME  MeHEeMKMEHTa
KauecTBa, yCTaHOBJ/IEHHbIM OpraHu3auuei;

b) pe3ynbTaTUBHO BHeApeHa n
noAAepXMBaeTCs B paboyeM CoCTOSHUM.

MporpamMma ayauTOB AO/MKHA MaHMPOBATLCS
C y4YeTOM CTaTyca M BaXXHOCTWU NPOLECCOB U
y4yacTKOB, MNOANEXalMX ayauTy, a TaKxe
pe3ynbTaToB npeablayLwmx ayanToB.
Kputepun, obnactb nNpuMeHeHus, 4actota M
MeToAbl ayAUTOB AO/MKHbI ObITb OnpeaeneHb!.
Bbibop ayauTopoB M MpoBefeHVEe ayauToB
JOMKHbI  obecneumBaTb OBGBEKTUBHOCTL MU
6ecnpucTpacTHOCTb npouecca ayaura.
AyauTopbl He [OMKHbI MPOBEPSITb  CBOKO
cobcTBEHHY0 paboTy.
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A documented procedure shall be established
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 necessary
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 applicable,
measurement of the quality management
system processes. These methods shall
demonstrate the ability of the processes to
achieve planned results. When planned results
are not achieved, correction and corrective
action shall be taken, as appropriate.

NOTE When determining suitable methods, 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 management system.

8.2.4 Monitoring and measurement
of product

The organization shall monitor and measure
the characteristics of the product to verify that
product requirements have been met. This
shall be carried out at appropriate stages of
the product realization process in accordance
with the planned arrangements (see 7.1).
Evidence of conformity with the acceptance
criteria shall be maintained.
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[omxkHa 6bITb pa3paboTaHa
[ OKYMEHTUPOBaHHas npoueaypa,
onpeaensiowas OTBETCTBEHHOCTb U

TpeboBaHMS K MNaHMPOBaHMIO U NPOBEAEHUIO
ayaUToOB, @ TaKXe K 3anucsM M OT4YETaM O
pe3ynbTaTax.

3anucyM ayamMtoB M KX pe3ynbTaTbl AOMKHbI
nopgaepXxmBatbcd B paboyeM  COCTOSIHUM
(cm.n.4.2.4).

PykoBogacTso, OTBETCTBEHHOE 3a
npoBepsieMble obnactu [EeATeNbHOCTH,
NOMKHO  obecneumBaTtb, 4TOOblI  ftObble
HeobxoaMMble KOPPEKLMM U KOPPEKTUPYHOLLME
JEACTBUA MpeanpuHUMannce 6e3 U3ULLIHEN
OTCPOYKM ANl YCTpaHeHUs OBHapy>EHHbIX
HECOOTBETCTBUI U BbI3BABLLNX UX MPUYMH.
Mocneaytowe AENCTBUS AOSKHBI BKIOYATb
BEpUMKaUMIO NPeanpUHSTLIX Mep U BeAeHNe
3anMced 0  pesynbTatax  Bepudmkauum
(cm.n.8.5.2).

MNpumevanne. Cm. WUCO 19011 ans
PYKOBOZACTBA.

8.2.3 MOHMTOpPUHI 1 U3MepeHune
npoueccos

Opranusauus JO/MKHA NPUMEHATb
COOTBETCTBYIOLNE METOAbl MOHWUTOPUHIA M,
roe  3T0  UenecoobpasHo,  M3MepeHus
MPOLIECCOB CMCTEMbI MEHEMKMEHTa KauecTBa.
3TM MeToAbl [O/MKHbI MPOAEMOHCTPUPOBATb

CMoCoBHOCTb npoLeccoB JOCTUraThb
3an1aHUpPOBaHHbIX pesynbTaToB. Ecrm
3an/aHNpoBaHHbIe pe3ynbTaThl He

JOCTUIHYTbl, TO MPUEM/IEMbIM  CrMOCO6OM
JO/DKHbI  NPEANPUHUMATLC  KOPPEKLMS U
KOppEeKTMpYIoLLnE AeNCTBUS.

MpumeyaHwue. Mpwn onpegeneHnn
MOAXOASLMX METOAOB PEKOMEHAYETCS, YTOObI
OpraHuM3auust  yuutbiBana TN U 06beM
MOHWTOPWHIa n U3MepeHui,
COOTBETCTBYIOLUIME  KaXAOMY M3 3TUX
MPOLIECCOB B OTHOLLEHMN UX BO3AEUCTBUSA Ha
COOTBETCTBME TpPeBOBaHWUAM K MpoAyKUMM U
pe3yNbTaTUBHOCTU CUCTEMbl  MEHEKMEHTa
KayecTBa.

8.2.4 MOHMTOPUHI 1 U3MepeHune
npoaykuuu

Opranuszauus LOMKHA OCYyLLEeCTBNSATb
MOHWUTOPUHI U W3MEPATb XapaKTEPUCTUKK
NpoayKUMM C Uenbio NpoBepku cobniofeHus
TpeboBaHUA K MNpoayKUMM. ITO  [AOMHKHO
OCYLLeCcTBNATLCA Ha COOTBETCTBYHOLLMX
CTagusix npouecca Co3gaHus  npoaykuuu
COrnacHoO 3anjaaHUpoBaHHbLIM MepOonpUATUSAM
(em.n.7.1). CeBupeTenbCtBa  COOTBETCTBUSA

33



ISO 9001:2008(E)

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

The 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 otherwise
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
requirements is identified and controlled to
prevent its unintended use or delivery. A
documented procedure shall be established 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
detected nonconformity;

b) by authorizing its use, release or
acceptance under concession by a relevant
authority and, where applicable, by the
customer;

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

d) by taking action appropriate to the effects,
or potential effects, of the nonconformity when
nonconforming product is detected after
delivery or use has started.
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KpUTEPUAM NpUEMKM AOMKHbI
noAAEepXXMBaTbLCS B PabOYeEM COCTOSIHUM.

3anMcu  JOMKHbI - yKasbiBaTb  nmuo(a),
CaHKUMOHMpoBaBLlee(ne) BbIMyCK NpoayKuuu,
nocraensiemMon notpebutento (cM.n.4.2.4).

Bbinyck  npoaykuMmM 1 npefocTaBfieHne
YCNyrn He AOSKHbI OCYLLECTBNATLCA A0 Tex
rop, Noka BCe 3amnfaHWMpPOBaHHblE AENCTBUS
(cMm. 7.1) He 6yayT YyCneEWwHO 3aBEpLUEHbI,
ecnm He YTBEPXAEHO nHoe
COOTBETCTBYHOLMMU YMOJTHOMOYEHHbBIMM
(nvuamMn)  n, rae  3TO  NPUMEHMMO,
notpebutenem.

8.3 YnpaBneHue
HEeCOOTBETCTBYHOLLEN
npoaykumen

OpraHusaumsa gomkHa obecneumsaTtb, YTOOLI
npoayKums, KOTopass He  COOTBETCTBYeT
TpeboBaHusM, 6blna naeHTUdMUMPOBaHa U
yrnpaBnsnace C LUeNblo MNpeaoTBpalleHns
HenpeaHaMepPEeHHOr0  MCMOMb30BaHUA UK
noctaBku. [omkHa O6biTb  pa3paboTaHa
[IOKYMEHTMPOBAHHas! npoueaypa ans
onpeaeneHus CpeacrTs yrpasneHus,
COOTBETCTBYHOLLas! OTBETCTBEHHOCTb n
nosiHOMouUns ans paboThbl C
HECOOTBETCTBYIOLLEN NPOAYKLMEN.

Tam, rpe uenecoobpasHo, oOpraHu3aums
[O/DKHa pewaTb BOMpPOC C
HECOOTBETCTBYIOLLEN NPOAYKUMEN OAHUM WM
HECKOJIbKMMM CrieayowmMmMm crocobamu:

a) OCyWecTBNSATb AENCTBUMS C  LENbto
YyCTpaHeHus 06Hapy>XeHHOro
HECOOTBETCTBUSI;

b) caHKkumoHMpoBaTb €€ WCNoNb30BaHUE,
BbINMYCK WAM  MNPUEMKY, €CIM  MMeeTCs
paspeLleHne Ha OTK/IOHEHME oT
COOTBETCTBYIOLLErO NMOSIHOMOYHOIO OpraHa u ,
rae 370 NPUMEHUMO, OT noTpebuTens;

C) OCYWECTBNSITb [OEWCTBUMSI C  LENbIO
npeaoTBpalleHns  e€  nepBOHayYasibHoro
rpeAarosiaraeMoro NCNonb30BaHUS nnm
NMPUMEHEHNS;

d) npeanpvHATL [OENCTBUSA, aAeKBaTHbIE
nocneacTBUsIM nnm noTeHUManbHbIM
nocneacTBusIM HECOOTBETCTBUS, ecnu
HEeCOOTBETCTBYIOLAA MPOAYKUMS  BblsiB/IeHa
rocne NoCTaBKM MM Hayana UCMosib30BaHus.
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When nonconforming product is corrected it
shall be subject to re-verification to
demonstrate conformity to the requirements.

Records of the nature of nonconformities and
any subsequent actions taken, including
concessions obtained, shall be maintained (see
4.2.4).

8.4 Analysis of data

The organization shall determine, collect and
analyse appropriate data to demonstrate the
suitability and effectiveness of the quality
management system and to evaluate where
continual improvement of the effectiveness of
the quality management system can be made.
This shall include data generated as a result of
monitoring and measurement and from other
relevant sources

The analysis of data shall provide information
relating to

a) customer satisfaction (see 8.2.1),

b) conformity to product requirements (see
8.2.4),

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

d) suppliers (see 7.4).

8.5 Improvement

8.5.1 Continual improvement

The organization shall continually improve the
effectiveness of the quality management
system through the use of the quality policy,
quality objectives, audit results, analysis of
data, corrective and preventive actions and
management review.
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Korga  HEecooTBEeTCTBylOWAA  MpOAyKLMs
WCMpaBneHa, OHa AOKHa ObITb MOABEPrHyTa
MOBTOPHOM BEpUbUKaLmm ans
NOATBEPXKAEHNS COOTBETCTBUS TPEGOBAHMSM.

3anMcM 0 XapakTepe HeCOOTBETCTBUN U
No6bIX nocneayroLwmx NpeanpUHSATBIX
JENCTBUSX, BKJIIOYAS nony4YeHHble
paspeleHnss Ha  OTKMNOHEHMSl,  AO/MKHb
nogaepXxmuBatbCd B paboyeM  COCTOSIHUM
(cM.n.4.2.4).

8.4 AHann3 AaHHbIX

OpraHu3aums [0/MKHa onpeaenvTb, cobupaTb
M aHanu3npoBaTb COOTBETCTBYOLME AAHHbIE
ANs  AeMOHCTpauuu NpUroaHOCTK "
pe3yNnbTaTUBHOCTU CUCTEMbl MEHEMKMEHTa
KayecTBa, a TaKXe OLEHMBaHWs, B KaKOW
06/1aCT MOXHO OCYLLECTB/ISATb MOCTOSIHHOE
MOBbILIEHNE  PE3Y/bTATUBHOCTM  CUCTEMbI
MEHEeMKMEHTa KauyecTBa. [laHHble A0SKHbI
BK/IOYATb  MH(GOPMALMIO, MONYYEHHYI0 B
pe3ynbTaTe MOHWUTOPUHIa U U3MEPEHUS U U3
JPYrux COOTBETCTBYIOLLMX UCTOYHUKOB.

AHanu3  paHHbIX  AO/MKEH  NPeaoCTaBnsiTh
nMHdOopMaLMIo Mo:

a) YOOBNETBOPEHHOCTH noTpebutenei
(8.2.1);

b) cootBeTcTBMIO TpeboBaHMAM K MpoayKUMM
(cm.n.8.2.4);

C)  XapaKTepucTMkaM U TeHAeHUUsM
NnpoLUeccoB  u npoayKuum, BKJTHOYas

BO3MOXXHOCTU npoBeaeHns
npeaynpexgalowmnx aenctemin (cm.n.n.8.2.3 u
8.2.4); n

d) noctaBwukam (cm.n.7.4.).

8.5 YnyuyweHue

8.5.1 MNocTosiHHOE yy4LlueHue

OpraHu3aumsi Ao/MKHA MOCTOSIHHO MOBbILWATb
pe3yNbTaTUBHOCTb CUCTEMbl  MEHEKMEHTA
KayecTBa  MOCPEACTBOM  WCMOJ/Ib30BaHMS
MOSIMTMKM WM Uenel B 061acTu KauyecTBa,
pe3ynbTaToB ayAUTOB, aHanu3a [aHHbIX,
KOPPEeKTUpYIOLWMX U NpeaynpexaaoLmx
JENCTBUI, @ TaKXXe aHaiM3a CO CTOPOHbI
pYKOBO/CTBA.
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8.5.2 Corrective action

The organization shall take action to eliminate
the causes of nonconformities in order to
prevent recurrence. Corrective actions shall be
appropriate to the effects of the
nonconformities encountered.

A documented procedure shall be established
to define requirements for

a) reviewing nonconformities  (including
customer complaints),

b) determining the causes of nonconformities,

¢) 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 corrective
action taken.

8.5.3 Preventive action

The organization shall determine action to
eliminate the causes of potential
nonconformities in order to prevent their
occurrence. Preventive actions shall be
appropriate to the effects of the potential
problems.

A documented procedure shall be established
to define requirements for

a) determining potential nonconformities and
their causes,

b) evaluating the need for action to prevent
occurrence of nonconformities,

c) determining and implementing action
needed

d) records of results of action taken (see
4.2.4), and

e) reviewing the effectiveness of the
preventive action taken.
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8.5.2 KoppekTupyrowme encrems

OpraHusauus  AoskHa npeanpuHUMaTh
KOppekTupylowme  JelUcTBUS € Lefblo
YCTpaHeHusi MpUYMH  HECOOTBETCTBUMN  ANs
npeaynpexaeHns NOBTOPHOIO nx
BO3HMKHOBEHMSI. KoppekTupytolme AenCcTBuUS
JO/MKHbI 6bITb aAeKBaTHLIMM MOCNEACTBUSIM
BbISIB/IEHHbIX HECOOTBETCTBUM.

[omxkHa 6bITb pa3paboTaHa
JIOKYMEHTVPOBaHHas npoueaypa ans
onpeaeneHns TpeboBaHWUI K:

a) aHanuMly HEecooTBETCTBMM  (BKtOYast
Xanobbl noTpebutenein);

b) onpeneneHntio NpuYMH HECOOTBETCTBUIA;

C) OLUEHMBaAHWUIO HEOBXOAMMOCTM AENCTBUNA,
4yTObbI n3bexaTb NoBTOpEHNS
HECOOTBETCTBUMI;

d) onpeneneHunio n oCyLLEeCTBNEHMIO
HeobXxoAMMBbIX AENCTBUI;

€) 3anucsM  pe3ynbTaToB  MPeAnpPUHSTBIX
gencrenit (cM.n.4.2.4);

f) aHanusy pe3ynbTaTMBHOCTY NPEANPUHSATBLIX
KOPPEKTUPYIOLLMNX AENCTBUM.

8.5.3 Mpepynpexpaalowme gencrems

OpraHusaums [o/mKHa onpeaenuTb AenCTBus
C LeSIblo YCTPaHEHUS! NPUYNH MOTEHLMASbHBIX
HECOOTBETCTBMIA ANA NpeaynpexaeHuss ux
nosenexHus. [peaynpexaalowme AencTBus
JO/MKHbI  COOTBETCTBOBaTb  MOCNEACTBUSIM
NOTEHLMaNbHbIX NPoBIeM.

JomxkHa 6bITb pa3paboTaHa
JOKYMEHTUPOBaHHas npoueaypa ans
onpeaeneHns TpeboBaHWUI K:

a) YCTaHOB/EHMIO NoTeHUMaNbHbIX

HECOOTBETCTBUI N UX MPUYNH;

b) oueHnBaHMIO HEOBXOAMMOCTU AEWCTBUMN C

Lenbro npeaynpexaeHus nosasneHnsa
HECOOTBETCTBUIA;
C) oOnpeaeneHMilo U OCYLLECTBIEHMIO

HeobXoaANMBbIX AEUCTBUIA;
d) 3anucaMm  pe3ynbTaToB  MPEeAnpPUHATHLIX
fgencrenii (cM.n.4.2.4); n

€) aHanusy pe3yNnbTaTUBHOCTU NPeAnpPUHATBIX
npeaynpexaatowmx AeUCTBUN.
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Annex A

(informative)
Correspondence between ISO 9001:2008 and ISO 14001:2004

MNCO 9001:2008 (NMepeson PP)

Table A.1 — Correspondence between ISO 9001:2008 and ISO 14001:2004

IS0 9001:2008

ISO 14001:2004

Introduction (title only) General Process approach Introduction
Relationship with ISO 9004 Compatibility with
other management systems
0.1
0.2
0.3
0.4
Scope (title only) General Application 111 |1 Scope
1.2
Normative references Normative references
Terms and definitions 3 3 Terms and definitions
Quality management system (title only) 4 4 Environmental management system requirements
(title only)
General requirements 4.1 4.1 General requirements
Documentation requirements (title only) 4.2
General 4.2.1 | 4.4.4 | Documentation
Quality manual 4.2.2
Control of documents 4.2.3 | 4.4.5 | Control of documents
Control of records 4.2.4 | 4.5.4 | Control of records
Management responsibility (title only) 5
Management commitment 5.1 42 Environmental policy Resources, roles,
4.4.1 | responsibility and authority
Customer focus 5.2 4.3.1 | Environmental aspects Legal and other
4.3.2 | requirements Management review
4.6
Quality policy 5.3 4.2 Environmental policy
Planning (title only) 5.4 4.3 Planning (title only)
Quality objectives 5.4.1 | 4.3.3 | Objectives, targets and programme(s)
Quality management system planning 5.4.2 | 4.3.3 | Objectives, targets and programme(s)
Responsibility, authority and communication (title | 5-5
only)
Responsibility and authority 55.1 | 44 General requirements Resources, roles,
4.4.1 | responsibility and authority
Management representative 5.5.2 | 4.4.1 | Resources, roles, responsibility and authority
Internal communication 5.5.3 | 4.4.3 | Communication
Management review (title only) 5.6 4.6 Management review
General 5.6.1 | 4.6 Management review
Review input 5.6.2 | 4.6 Management review
Review output 563 | 4.6 Management review
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Table A.1 — Correspondence between ISO 9001:2008 and ISO 14001:2004

(continued)
IS0 9001:2008 IS0 14001:2004
Resource management (title only) 6
Provision of resources 6.1 4.4.1 | Resources, roles, responsibility and authority
Human resources (title only) 6.2
General 6.2.1 | 4.4.2 | Competence, training and awareness
Competence, training and awareness 6.2.2 | 4.4.2 | Competence, training and awareness
Infrastructure 6.3 4.4.1 | Resources, roles, responsibility and authority
Work environment 6.4
Product realization (title only) 7 4.4 Implementation and operation (title only)
Planning of product realization 7.1 4.4.6 | Operational control
Customer-related processes (title only) 7.2
Determination of requirements related to the 7.2.1 | 4.3.1 | Environmental aspects Legal and other
product 4.3.2 | requirements Operational control
4.4.6
Review of requirements related to the product 7.22 | 434 _ _
446 Environmental aspects Operational control
Customer communication 7.2.3 | 4.4.3 | Communication
Design and development (title only) 7.3
Design and development planning 7.3.1 | 4.4.6 | Operational control
Design and development inputs 7.3.2 | 4.4.6 | Operational control
Design and development outputs 7.3.3 | 4.4.6 | Operational control
Design and development review 7.3.4 | 4.4.6 | Operational control
Design and development verification 7.3.5 | 4.4.6 | Operational control
Design and development validation 7.3.6 | 4.4.6 | Operational control
Control of design and development changes 7.3.7 | 4.4.6 | Operational control
Purchasing (title only) 7.4
Purchasing process 7.4.1 | 4.4.6 | Operational control
Purchasing information 7.4.2 | 4.4.6 | Operational control
Verification of purchased product 7.4.3 | 4.4.6 | Operational control
Production and service provision (title only) 7.5
Control of production and service provision 7.5.1 | 4.4.6 | Operational control
Validation of processes for production and service | 7.5.2 | 4.4.6 | Operational control
provision
Identification and traceability 7.5.3
Customer property 7.5.4
Preservation of product 7.5.5 | 4.4.6 | Operational control
Control of monitoring and measuring equipment 7.6 4.5.1 | Monitoring and measurement
(I\)/Irﬁ?;urement, analysis and improvement (title 8 45 Checking (title only)
General 8.1 4.5.1 | Monitoring and measurement
Monitoring and measurement (title only) 8.2
Customer satisfaction 8.2.1
Internal audit 8.2.2 | 4.5.5 | Internal audit
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Monitoring and measurement of processes 8.23 4.5.1 | Monitoring and measurement Evaluation of
4.5.2 | compliance
1S0 9001:2008 IS0 14001:2004
Monitoring and measurement of product 8.2.4 | 45,1 | Monitoring and measurement Evaluation of
4.5.2 | compliance
Control of nonconforming product 8.3 4.4.7 | Emergency preparedness and response
4.5.3 | Nonconformity, corrective action and preventive
action
Analysis of data 8.4 4.5.1 | Monitoring and measurement
Improvement (title only) 8.5
Continual improvement 8.5.1 | 4.2 Environmental policy Objectives, targets and
4.3.3 | programme(s) Management review
4.6
Corrective action 8.5.2 | 4.5.3 | Nonconformity, corrective action and preventive
action
Preventive action 8.5.3 | 4.5.3 | Nonconformity, corrective action and preventive

action
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MpunoxxeHue A

(vHcdhopmaumoHHoe)

MUCO 9001:2008 (NMepeson PP)

CoortBercrBue MUCO 9001:2008 n NCO 14001:2004.
Ta6bnuua A.1 CoorBetrctBne UCO 9001:2008 n UCO 14001:2004.

NCo 9001:2008

MUCO 14001:2004

BeseneHue
O6Lme NonoXxeHus

BeeneHue

MpoueccHblt noaxoa 0.1
Cesi3b ¢ MICO 9004 0.2
CoBMeCTMMOCTb C ApYrMMK CMCTEMAMU 0.3
MeHeMKMEHTa 0.4
Obnactb NpuMeHeHus (TONbKO Ha3BaHWE) 1 O6nacTb NpuMeHeHus
ObLwme nonoxeHus 1.1
MNpuMeHeHne 1.2 1
HopMaTMBHbIE CChIIKK 2 2 HopMaTMBHbIE CChIIKK
TepMuHbI 1M onpefenexHus 3 3 TepMuHbI M onpefenexHns
Cucrema MeHegXMeHTa KayecTBa (TONbKO 4 4 TpeboBaHus K cMCTEME 3KON0rMYecKoro
Ha3BaHuWe) MeHemKMeHTa (TONbKO Ha3BaHMWe)
O6wwe TpeboBaHust 4.1 4.1 Obwwe TpebosaHus
TpeboBaHuMs K JOKYMEHTauUMK (TONbKO Ha3BaHue) | 4.2
O6Lme nNonoXxeHms 4.2.1 | 4.4.4 | JokymeHTaums
PykoBoacTBO Mo kayecTBy 4.2.2
YnpaBfieHve JOKYMeHTaLMEN 4.2.3 | 4.4.5 | YnpaBneHne AoKyMeHTaUMeN
YripaeneHue 3anucsmu 4.2.4 YripaBneHue 3anucsamu
OTBETCTBEHHOCTb PYKOBOACTBA (TONIbKO 5 4.5.4
Ha3BaHuWe)
Obsi3aTenbCTBa pyKOBOACTBA 5.1 4.2 JKonornyeckas nonnTuka
Pecypchbl, hyHKLUMOHaNbHbIE 0653aHHOCTY,
4.4.1 | OTBETCTBEHHOCTb W NOJIHOMOYUS
OpwueHTauus Ha noTpebutens 5.2 4.3.1 | Dkonoruyeckne acnekTbl
4.3.2 | 3akoHoaaTenbHble U apyrue TpebosaHus
4.6 AHanu3 co CTOPOHbI PYKOBOACTBA
MonuTuka B 06n1acTu kavecTea 5.3 4.2 JKonorunyeckas nonmTuka
MnaHupoBaHue (TONbKO Ha3BaHMWe) 5.4 4.3 MnaHvpoBaHue (TONbKO Ha3BaHMe)
4.3.3 eneBble U NAaHoBbIE NOKa3aTenNn, 1 nporpamMmMa
Llenn B obnactun kayecTBa 54.1 I('l‘bl) ! porp
MnaHMpoBaH1e CUCTeMbl MeHekMeHTa kadectea | 5.4.2 | 4.3.3 | Lienu, 3apaun u nporpamma (ki)
OTBETCTBEHHOCTb, NO/IHOMOUNS U 55
WMH(OPMMPOBaHMe )
OTBETCTBEHHOCTb U NMOSIHOMOYUS 5.5.1 4.1 O6wme TpeboBaHus
4' 41 Pecypcbl, hyHKUMOHaNbHbIE 0653aHHOCTH,
o OTBETCTBEHHOCTb M MOTHOMOYMS
Pecypcbl HKLMOHasbHble 0653aHHOCTU
MNpeactaBuTenb pykoBOACTBA 55.2 | 441 yPChl, DyHKU !
OTBETCTBEHHOCTb M MOIHOMOYMS
BHYTpeHHU 06MeH uHdopMaLmen 5.5.3 | 4.4.3 | O6MeH nHdopMaLmei
AHanus co CTOpOHbI PyKOBOACTBa 5.6 4.6 AHanun3 co CTOPOHbI PyKOBOACTBA
Ob6Lwmne nonoxeHuns 5.6.1 | 4.6 AHanun3 co CTOPOHbl PyKOBOACTBA
BxoaHble AaHHble ANs aHanu3a 5.6.2 | 4.6 AHanu3 co CTOPOHbI PYKOBOACTBA
BbIxofHble faHHblE aHanmsa 5.6.3 | 4.6 AHanu3 co CTopoHbl PyKOBOACTBA
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Ta6nuua A.1 CootBetrcrBue UCO 9001:2008 n UCO 14001:2004 (npogomxeHme)

MNCO 9001:2008

NCO 14001:2004

MeHemKMEHT pecypcoB (TO/IbKO Ha3BaHWE) 6
O6ecneyeHime pecypcami 6.1 4.41 Pecypcbl, dyHKUMOHaNbHbIE 0653aHHOCTH,
OTBETCTBEHHOCTb U NMONHOMOYMS
Yenoseyeckne pecypchbl 6.2
O6LuMe NonoKeHNs 621 | 4.4.2 KoMneTeHTHOCTb, NOArOTOBKA M
0CBEAOM/IEHHOCTb
KoMNeTeHTHOCTb, MOAroTOBKa U 622 | 4.4 KoMMNeTeHTHOCTb, MOAroTOBKa U
0CBEAOM/IEHHOCTb o U 0CBEOMNEHHOCTb
WHdbpacTpyKTypa 6.3 4.41 Pecypcebl, dyHKUMOHabHbIE 06513aHHOCTY,
OTBETCTBEHHOCTb M MOHOMOYMS
MNpou3BoacTBeHHas cpeda 6.4
CoszpaHwue npoayKumm (ToNbKo Ha3BaHue) 7 4.4 BHenpetve 1 (yHKUMOHMPOBaHMeE (TONbko
Ha3BaHue)
MNnaHnpoBaHne co3gaHns NpoayKLMK 7.1 4.4.6 | YnpaBneHve onepauusmu
Mpoueccol, cBsi3aHHbIe C NOTpebuTensamu (Tonbko 7
Ha3BaHuWe) )
OnpepeneHne TpeboBaHMiA, OTHOCALLMXCS K 7.2.1 | 4.3.1 | DKonornyeckme acnekTbl
npoayKumnu 4.3.2 | 3akoHopaTenbHble N Apyrue TpeboBaHus
4.4.6 | YnpasneHve onepauunsimm
AHanu3 TpeboBaHMit, OTHOCAWMXCS K npoaykumn | 7.2.2 | 4.3.1 | DKonormyeckme acneKToi
4.4.6 | YnpaeneHve onepauusimMu
Cesi3b C noTpebutensamm 7.2.3 | 4.4.3 | O6MeH nHdopMaLmen
MpoekTnpoBaHune n paspaboTka (TONbKO 73
Ha3BaHue) )
MnaHnpoBaHMe NPoOeKTUPOBaHMS 1 pa3paboTku 7.3.1 | 4.4.6 | YnpasneHue onepaumsMm
BxoaHble napameTpbl A5 NPOEKTUPOBaHMUS 1 7.3.2 | 4.4.6 | Ynpasnerve onepaumsivm
pa3paboTku
BbIxoaHble mapameTpbl NPOEKTUPOBaHUS U 7.3.3 | 4.4.6 | Ynpasnenve onepatmsivm
pa3paboTku
AHanM3 NpoeKTUpPoBaHNs 1 pa3paboTku 7.3.4 | 4.4.6 | YnpaBneHue onepaumsMu
Bepudvkauns npoekTMpoBaHns 1 pa3paboTku 7.3.5 | 4.4.6 | YnpasneHue onepaumsMm
Banuaauns npoekTMpoBaHns 1 pa3paboTku 7.3.6 | 4.4.6 | YnpasneHue onepaumsiMu
YrpaBneHve n3MeHeHUsIMN NpoeKTUPOBaHUS U 7.3.7 | 4.4.6 | Ynpasnenve onepaumsimm
pa3paboTku
3aKynku (TONbKO Ha3BaHKWE) 7.4
Mpouecc 3aKynok 7.4.1 | 4.4.6 | YnpasneHue onepaumsmu
MHdopMaums No 3aKkynkam 7.4.2 | 4.4.6 | YnpasneHue onepaumsMm
Bepudukaums 3aKynieHHor npoayKumm 7.4.3 | 4.4.6 | YnpasneHue onepaumsiMu
ObecneyeHne Npou3BOACTBa U 06CNY>KMBaHNUA 75
(TONbKO Ha3BaHuWE) )
YnpaBneHve Npon3BOACTBOM U 06CY)KMBAHWEM 7.5.1 | 4.4.6 | YnpasneHue onepaumsMu
Banvpgauns npoueccoB npons3soacTea u 7.5.2 | 44.6 VrpaBnEHIe onepaunsMy
obcnyxvBaHns
NaoeHTndukaums n npocnexmnsaemMocTb 7.5.3
CobCTBEHHOCTL NOTpebuTenein 7.5.4
CoxpaHeHune npoayKumnm 7.5.5 | 4.4.6 | YnpasneHue onepaumsmu
anaBneHlje 060pyaoBaHMEM AN MOHUTOPUHIA U 76 4.5.1 | MOHUTODHI 1 U3MEpeHHe
N3MepeHun
ViaMepenine, aHanus u yny|uieHue (Tofeko 8 4.5 KoHTponb (TONbKO HauMeHoBaHWe)
Ha3BaHuWe)
Obwwme nonoxxeHus 8.1 4.5.1 | MOHWTOPWHI 1 U3MepeHune
MOHWTOPUHT 1 M3MepeHue (TONbKO Ha3BaHUE) 8.2
YO0BNETBOPEHHOCTb NOTpebuTeneit 8.2.1
BHYTpeHHWI ayauT 8.2.2 | 4.5.5 | BHyTpeHHUI ayauT
MOHWUTOPUHI 1 U3MepeHne NpoLieccoB 8.2.3 | 4.5.1 | MOHMTOPVHI N U3MepeHne
4.5.2 | OueHka cooTBETCTBUSA
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Ta6nuua A.1 CoorBetrctBue UCO 9001:2008 n UCO 14001:2004 (npogomxeHme)

MNCO 9001:2008

MUCO 14001:2004

MOHUTOPUHI 1 N3MepeHne NpPoayKLUn 8.2.4 | 4.5.1 | MOHWUTOPUHI U U3MepeHne
4.5.2 | OueHka COOTBETCTBUS
YnpaBneHve HeCOOTBETCTBYIOLLEN NPoAyKLUMeN 8.3 4.4.7 | TOTOBHOCTb K HELUTATHLIM CUTYaLMSM, aBapuUsM U
OTBETHblE AeiicTBKs HecooTBeTCTBYE,
4.5.3 | koppekTupytoWwme 1 npegynpexaatolime
JencTeums
AHanu3 gaHHbIX 8.4 4.5.1 | MOHUTOPWHI 1 n3MepeHne
YnydieHune (ToNbKO Ha3BaHWe) 8.5
MocTosiHHOE yny4lleHne 8.5.1 | 4.2 JKonornyeckas nomTuka
4.3.3 | LUenu, 3agaum u nporpamma (bl)
4.6 AHanu3 co CTOPOHbI PYKOBOACTBA
KoppekTupytolume aencTems 8.5.2 | 4.5.3 | HecooTBeTCTBME, KOPPEKTUPYIOLLME U
npegynpexaakoluve aercTeus
Mpeaynpexaatolme aencTaus 8.5.3 | 4.5.3 | HecooTBeTcTBME, KOPPEKTUPYIOLWME U

npeaynpexaatolme aeicTems
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Table A.2 — Correspondence between ISO 14001:2004 and ISO 9001:2008

(continued)

IS0 14001:2004 IS0 9001:2008

Introduction Introduction (title only) General Process

approach Relationship with ISO 9004
Compatibility with other management systems

0.1
0.2
0.3
0.4

Scope 1 1 1.1 | Scope (title only) General Application
1.2

Normative references Normative references

Terms and definitions 3 3 Terms and definitions

Environmental management system requirements | 4 4 Quality management system (title only)

(title only)

General requirements 4.1 4.1 General requirements Responsibility, authority
5.5 and communication (title only) Responsibility and
5.5.1 | authority

Environmental policy 4.2 5.1 Management commitment Quality policy
5.3 Continual improvement
8.5.1

Planning (title only) 4.3 54 Planning (title only)

Environmental aspects 43.1 | 5.2 Customer focus Determination of requirements
7.2.1 | related to the product Review of requirements
7.2.2 | related to the product

Legal and other requirements 43.2 | 5.2 Customer focus Determination of requirements
7.2.1 | related to the product

Objectives, targets and programme(s) 4.3.3 | 5.4.1 | Quality objectives Quality management system
5.4.2 | planning Continual improvement
8.5.1

Implementation and operation (title only) 4.4 7 Product realization (title only)

Resources, roles, responsibility and authority 441 | 5.1 Management commitment Responsibility and
5.5.1 | authority Management representative Provision
5.5.2 | of resources Infrastructure
6.1
6.3

Competence, training and awareness 4.4.2 6.2.1 | (Human resources) General Competence, training
6.2.2 | and awareness

Communication 4.4.3 5.5.3
7'2'3 Internal communication Customer communication

Documentation 44.4 | 4.2.1 | (Documentation requirements) General

Control of documents 4.4.5 | 4.2.3 | Control of documents
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Table A.2 — Correspondence between ISO 14001:2004 and ISO 9001:2008

IS0 14001:2004

IS0 9001:2008

Operational control 446 | 7.1 Planning of product realization Customer-related
7.2 processes (title only) Determination of
7.2.1 | requirements related to the product Review of
7.2.2 | requirements related to the product Design and
7.3.1 | development planning Design and development
7.3.2 | inputs Design and development outputs Design
7.3.3 | and development review Design and
7.3.4 | development verification Design and
7.3.5 | development validation Control of design and
7.3.6 | development changes Purchasing process
7.3.7 | Purchasing information Verification of purchased
7.4.1 | product Production and service provision (title
7.4.2 | only) Control of production and service provision
7.4.3 | Validation of processes for production and service
7.5 provision Preservation of product
7.5.1
7.5.2
7.5.5
Emergency preparedness and response 44.7 | 8.3 Control of nonconforming product
Checking (title only) 45 8 (I‘)/Irﬁf;urement, analysis and improvement (title
Monitoring and measurement 451 | 7.6 Control of monitoring and measuring equipment
8.1 (Measurement, analysis and improvement)
8.2.3 | General Monitoring and measurement of
8.2.4 | processes Monitoring and measurement of
8.4 product Analysis of data
Evaluation of compliance 4.5.2 | 823 | Monitoring and measurement of processes
8.2.4 | Monitoring and measurement of product
Nonconformity, corrective action and preventive 453 | 83 Control of nonconforming product Analysis of
action 8.4 data Corrective action Preventive action
8.5.2
8.5.3
Control of records 4.5.4 | 4.2.4 | Control of records
Internal audit 4.5.5 | 8.2.2 | Internal audit
Management review 4.6 5.1 Management commitment Management review
5.6 (title only) General Review input Review output
5.6.1 | Continual improvement
5.6.2
5.6.3
8.5.1
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Ta6bnuua A.2 CoorBercrBue UCO 14001:2004 u NCO 9001:2008.

MUCO 14001:2004

MCO 9001:2008

BBepeHune

BeBeaeHwue (TONbKO Ha3BaHue)
O6Lwme nonoXxeHus

0.1 MpoueccHbIl noaxon
0.2 Ces3b ¢ MCO 9004
0.3 CoBMeCTUMOCTb C ApYrMMU cucTeMamm
0.4 MeHeKMEHTa
O6nactb NpUMeHeHNs 1 1 O6nacTtb NpUMeHeHUs (TOSIbKO Ha3BaHWE)
1.1 O6Lwue nonoxeHns
1.2 MpuMeHeHune
HopMaTMBHbIE CChIIKK 2 2 HopMaTMBHbIE CChIIKK
TepMuHbI 1 onpegeneHns 3 3 TepMuHbI U onpeaeneHns
TpeboBaHus K cMCTEME 3KONOrMYECKoro 4 4 CncreMa MeHeKMeHTa KadecTsa (TOMbKO
MeHemKMeHTa (TONIbKO Ha3BaHMWe) Ha3BaHue)
Ob6wwme TpeboBaHus 4.1 4.1 O6wwme TpebosaHus
5.5 OTBETCTBEHHOCTb, NOTHOMOYUS U
5.5.1 | nHdopmMupoBaHme (TONBKO Ha3BaHWUe)
OTBETCTBEHHOCTb M NOMHOMOYMS
3Konornyeckas noanMTmKa 4.2 5.1 Obsi3aTenbpCcTBa pyKOBOACTBA
5.3 Monutrka B 0611acTy kavecTea
8.5.1 | lNocTosiHHOE yny4lleHne
MNnaHvpoBaHue (TONbKO Ha3BaHMWe) 4.3 5.4 MnaHvpoBaHue (TONbKO Ha3BaHMe)
DKONornyeckmne acnekTbl 43.1 | 5.2 OpwueHTaums Ha notpebutens
7.2.1 | OnpepeneHune TpeboBaHUiA, OTHOCSALLIMXCS K
npoayKuum
7.2.2 | AHanus TpeboBaHWUI, OTHOCSILLUMXCS K NPOAYKLMK
3aKoHoaaTeNbHbIE U Apyrue TpeboBaHWs 43.2 | 5.2 OpvieHTaums Ha noTpebutens
7.2.1 | OnpeneneHune TpeboBaHMIM, OTHOCALLUXCS K
npoayKuum
LUenwu, 3apaum n nporpamma (bl) 4.3.3 | 5.4.1 | Uenn B obnactu kayectsa
5.4.2 | MNnaHupoBaHue CUCTEMbl MEHEMKMEHTA KayecTBa
8.5.1 | lMocTosiHHOE yny4lleHne
BHeapeHue 1 GyHKUMOHMPOBaHME (TOMbKO 4.4 7 Co3zpaaHue npoayKumu (ToNbKO Ha3BaHKE)
Ha3BaHue)
Pecypchbl, hyHKUMOHaNbHbIE 06513aHHOCTY, 44.1 | 5.1 Ob6s3aTensCTBa pyKOBOACTBA
OTBETCTBEHHOCTb W MOSIHOMOUNSA 5.5.1 | OTBETCTBEHHOCTb N MOSIHOMOYMSA
5.5.2 | MNpeacrasutens pyKoBOACTBa
6.1 Ob6ecrnieyeHune pecypcamm
6.3 NHdbpacTpyKTypa
KoMneTeHTHOCTb, NoAroToBKa U 4.4.2 6.2.1 ( Yenoseyeckume pecypcbl)ObLume NonoXeHus
0CBeAOM/IEHHOCTb 6:2:2 KoMMNeTeHTHOCTb, MOAroTOBKa U
0CBEeOMIEHHOCTb
O6MeH nHdopMaLmeit 4.4.3 | 5.5.3 | BHyTpeHHui1 06MeH uHdbopMaLmelt
7.2.3 | Cea3b c noTpebutensimm
[lokyMeHTaLuS 444 | 421 (TpeboBaHue K AoKyMeHTaumm)ObLme
NoSIOKEHUS
YnpaBnieHve JOKyMeHTaumen 4.4.5 | 4.2.3 | YnpaBneHue OKYMeHTaUuel
YnpasneHue onepaumsamm 446 |7.1 MnaHmMpoBaHue co3haHns NpoayKumnm
7.2 Mpoueccol, cBA3aHHbIE ¢ NOTPeOUTENSMM (TONBKO
7.2.1 | Ha3BaHue)

OnpeaeneHue TpeboBaHUI, OTHOCALLIMXCS K
npoayKLUmMK
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Ta6nuua A.2 CootBetrctBue UCO 14001:2004 n UCO 9001:2008 (npogomxeHme)

MUCO 14001:2004

nco 9001:2008

7.2.2 | AHanus TpeboBaHWUI, OTHOCSILLMXCS K NMPOAYKLMM
7.3.1 | MNnaHnMpoBaHue NpoeKTUpPOBaHMS 1 pa3paboTku
7.3.2 | BxogHble napaMeTpbl Ans NPOeKTUPOBaHUA U
7.3.3 | pa3paboTku
7.3.4 | BbIxogHble napaMeTpbl NPOEKTUPOBaHUS U
7.3.5 | pa3paboTkn
7.3.6 | AHanus NpoeKkTMpoBaHMsl 1 pa3paboTku
7.3.7 | Bepudukaums npoekTMpoBaHuns 1 pazpaboTku
7.4.1 | Banupaumsi NpoeKTMpPOBaHUS U pa3paboTku
7.4.2 | YnpaBneHne uaMeHeH1sIMU NpoeKkTUpoBaHus u
7.4.3 | pa3paboTku
7.5 Mpouecc 3akynok(TobKo Ha3BaHMWe)
7.5.1 | WNHdopmMaums no 3akynkam
7.5.2 | Bepudukaums 3aKynieHHoN npoayKLmum
Ob6ecneyveHne Npon3BoACTBa U 06Cy>XMBaHUS
7.5.5 | YnpaBneHue npousBOACTBOM U 0BCITy>XMBaHWEM
Banuaauna npoueccos Npou3BoACTBa U
obcnyxnBaHus
CoxpaHeHue npoayKLuum
roToBHoCTL K HELLTATHBIM CUTYaLNsAM, aBapusiM 1 44.7 | 8.3 YnpaBneHne HECOOTBETCTBYIOLLEN NPOAYKLMEN
OTBETHblE AENCTBUSA
KoHTposnb (Tonbko Ha3BaHue) 45 8 M3MepeHune, aHanus u ynaydiieHue (Tonbko
Ha3BaHue)
MOHWUTOPUHI 1 n3MepeHue 451 | 7.6 YnpaeneHvne obopynoBaHMEM A/ MOHUTOPUHIA U
N3MepeHui
8.1 (N3mepeHune, aHanus u ynydleHune )Obume
8.2.3 | nonoxeHus
8.2.4 | MOHWUTOPUHI 1 U3MepeHKe NpoLeccoB
8.4 Monitoring and measurement of product
AHanu3 gaHHbIX
OueHka cooTBETCTBUSA 4.5.2 | 8.2.3 | MOHUTOPUHI N U3MEpPEHNEe NpoLIECCOB
8.2.4 | Monitoring and measurement of product
HecooTBeTCTBMNE, KOppeKTUpytowune n 453 | 8.3 YnpaBneH1e HECOOTBETCTBYIOLLEN NPOoAYKLIMEN
npeaynpexzaarowme aencTaums 8.4 AHanu3 aaHHbIX
8.5.2 | KoppekTupytowme aenctaust
8.5.3 | MNpeaynpexaaowme aencrens
YnpasneHue 3anucamu 4.5.4 | 4.2.4 | YnpasneHve 3anucaMum
BHYTpeHHMIA ayauT 4.5.5 | 8.2.2 | BHyTpeHHuIi ayaut
AHanu3 co CTOpOHbI PyKOBOACTBA 4.6 5.1 O6sa3aTensCcTBa pyKoOBOACTBA
5.6 AHanun3 co CTOPOHbI PyKOBOACTBA(TO/IbKO
5.6.1 | Ha3BaHue)
5.6.2 | Obwme nonoxeHus
5.6.3 | BxoaHble aaHHble Ans aHanusa
8.5.1 | BbixoagHble AaHHblE aHanM3a

MOCTOSAHHOE YNyulleHne
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Annex B
(informative)
Table B.1 — Changes between ISO 9001:2000 and ISO 9001:2008
Paragrap | Additi

IS0 h/ on (A)

9001:2000 Figure/ or Amended text

Clause No. Table/ Deleti

Note on (D)

Foreword Para 2 D+A International Standards are drafted in accordance with the rules given in the ISO/IEC
Directives, Part3 Part 2.

Foreword Para 3, A The main task of technical committees is to prepare International Standards.

Sentence
1
Foreword Para 4, D+A Attention is drawn to the possibility that some of the elements of this International Standard
Sentence document may be the subject of patent rights.
1

Foreword Para 5 D International-Standard ISO 9001 was prepared by Technical Committee ISO/TC 176, Quality
management and quality assurance, Subcommittee SC 2, Quality systems.

Foreword Para 6 D This third edition of ISO 9001 cancels and replaces the second edition (ISO 9001:1994)
together with ISO 9002:1994 and ISO 9003:1994. It constitutes a technical revision of these
documents. Those organizations which have used ISO 9002:1994 and ISO 9003:1994 in the
past may use this International Standard by excluding certain requirements in accordance
with 1.2.

A This fourth edition cancels and replaces the third edition (ISO 9001:2000), which has been
amended to clarify points in the text and to enhance compatibility with ISO 14001:2004.

Foreword Para 7 D

Foreword Para 8 D Annexes A-and-B-of-this-International-Standard-arefor-information-only-

Foreword New para A Details of the changes between the third edition and this fourth edition are given in Annex

7
0.1 Para 1, D
Sentence
2
A The design and implementation of an organization's quality management system is
influenced by
a) its organizational environment, change 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.
Sentence Now a It is not the intent of this International Standard to imply uniformity in the structure of
3 new quality management systems or uniformity of documentation.
para

0.1 Para 4 A This International Standard can be used by internal and external parties, including
certification bodies, to assess the organization's ability to meet customer, statutory and
regulatory requirements applicable to the product, and the organization's own requirements.

0.2 Para 2 D+A For an organization to function effectively, it has to identify determine 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.
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Table B.1 — Changes between ISO 9001:2000 and ISO 9001:2008 (continued)

Paragrap | Additi
I1SO h/ on (A)
9001:2000 Figure/ or Amended text
Clause No. Table/ Deleti
Note on (D)

0.2 Para 3 A The application of a system of processes within an organization, together with the
identification and interactions of these processes, and their management to produce the
desired outcome, can be referred to as the “process approach”.

0.3 Para 1 D+A Fhe-present-editions-of ISO 9001 and ISO 9004

are quality management system standards which have been designed to complement each

other, but can also be used independently. Although-the-two-International-Standards-have

0.3 Para 3 D+A

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

0.4 Para 1 D+A

During the development of this International 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 community. Annex A shows the correspondence between ISO 9001:2008
and ISO 14001:2004.

1.1 Bullet a) AADA | a) needs to demonstrate its ability to consistently provide product that meets customer and
Bullet b) A applicable statutory and regulatory requirements, and

Note New b) aims to enhance customer satisfaction through the effective application of the system,
Note 2 including processes for continual 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” only applies to

a) a product intended for, or required by, a customer,
b) any intended output resulting from the product realization processes.

NOTE 2 Statutory and reqgulatory requirements can be expressed as legal requirements.

1.2 Para 3 A Where exclusions are made, claims of conformity to this International Standard are not
acceptable unless these exclusions are limited to requirements within Clause 7, and such
exclusions do not affect the organization's ability, or responsibility, to provide product that
meets customer and applicable statutory and regulatory requirements.

2 Para 1 D+A
AD+

The following referenced documents are indispensable for the 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 9000:20002005, Quality management systems — Fundamentals and vocabulary
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Table B.1 — Changes between ISO 9001:2000 and ISO 9001:2008 (continued)

Paragrap | Additi

1SO h/ on (A)

9001:2000 Figure/ or Amended text

Clause No. Table/ Deleti

Note on (D)

3 Para 1 D+A For the purposes of this document International-Standard, the terms and definitions given in
ISO 9000 apply.

3 Paras2,3 | D

4.1 Bullet a) D+A a) identify determine the processes needed for the quality management system and their
application throughout the organization (see 1.2),

4.1 Bullet e) A e) monitor, measure where applicable, and analyse these processes, and

4.1 Para 4 D+A Where an organization chooses to outsource any process that affects product conformity
with to requirements, the organization shall ensure control over such processes. The type
and extent of control to be applied to these outsourced processes shall be defined within the
guality management system.

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

4.1 New A NOTE 2 An “outsourced process” is a process that the organization needs for its quality

Notes 2 & management system and which the organization chooses to have performed by an external
3 party.
NOTE 3 Ensuring control over outsourced processes does not absolve the organization of the
responsibility of conformity to all customer, statutory and regulatory requirements. 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 requirements,
b) the degree to which the control for the process is shared,
c) the capability of achieving the necessary control through the application of 7.4.

4.2.1 Bullet c) A c) documented procedures and records required by this International Standard, and

4.2.1 Bullet d) A+D d) documents, including records, reeded-determined by the organization to be necessary to
ensure the effective planning, operation and control of its processes. and

4.2.1 Bullet e) D e)-recordsrequired-by-this-International-Standard-{see-42:4)-

4.2.1 Note 1 A NOTE 1 Where the term “documented procedure” appears within this International Standard,
this means that the procedure is established, documented, implemented and maintained. A
single document may address the requirements for one or more procedures. A requirement
for a documented procedure may be covered by more than one document.

4.2.3 Bullet f) A f) to ensure that documents of external origin determined by the organization to be
necessary for the planning and operation of the guality management system are identified
and their distribution controlled, and

4.2.4 Para 1 D+A Records shallbe established and maintained to provide evidence of conformity to
requirements and of the effective operation of the quality management system shall be
controlled. Reeerds-shal-remainlegible,readily-identifiableand-retrievable.

The organization shall establish @ documented procedure shall be established to define the
controls needed for the identification, storage, protection, retrieval, retention time and
disposition of records.

Records shall remain legible, readily identifiable and retrievable.

5.5.2 Para 1 A Top management shall appoint a member of the organization's management who,
irrespective of other responsibilities, shall have responsibility and authority that includes

6.2.1 Para 1 A+D Personnel performing work affecting conformity to product quality requirements shall be

New Note | A competent on the basis of appropriate education, training, skills and experience.
NOTE Conformity to product requirements can be affected directly or indirectly by personnel
performing any task within the quality management system.
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Table B.1 — Changes between ISO 9001:2000 and ISO 9001:2008 (continued)

Paragrap | Additi

I1SO h/ on (A)

9001:2000 Figure/ or Amended text

Clause No. Table/ Deleti

Note on (D)
6.2.2 Clause A+D Competence, training and awareness and training
title
6.2.2 Bullets a) A+D a) determine the necessary competence for personnel performing work affecting conformity
& b) to product guality requirements,
b) where applicable, provide training or take other actions to satisfy these needs achieve
the necessary competence,

6.3 Bullet c) A c) supporting services (such as transport, communication or information systems).

6.4 New Note | A NOTE The term “work environment” relates to those conditions under which work is
performed including physical, environmental and other factors (such as noise, temperature,
humidity, lighting or weather).

7.1 Bullet b) A+D b) the need to establish processes and documents, and to provide resources specific to the
product;

7.1 Bullet c) A ¢) required verification, validation, monitoring, measurement, inspection and test activities
specific to the product and the criteria for product acceptance;

7.2.1 Bullet c) D+ A c) statutory and regulatory requirements related applicable to the product, and

Bulletd), | D+AA
New Note d) any additional requirements determined considered necessary by the organization.

NOTE Post-delivery activities include, for example, actions under warranty provisions,

contractual obligations such as maintenance services, and supplementary services such as
recycling or final disposal.

7.3.1 New Note | A NOTE Design and development review, verification and validation have distinct purposes.

They can be conducted and recorded separately or in any combination, as suitable for the
product and the organization.

7.3.2 Para 2 D+A Fhese The inputs shall be reviewed for adequacy. Requirements shall be complete,
unambiguous and not in conflict with each other.
7.3.3 Para 1 D+A The outputs of design and development shall be previded-inaform-that-enables-in a form

suitable_for. verification against the design and development input and shall be approved
prior to release.

7.3.3 Bullet b) D b) provide appropriate information for purchasing, production and for service provision,
7.3.3 New Note | A NOTE Information for production and service provision can include details for the
preservation of product.
7.3.7 Paras 1 & | Notext | Design and development changes shall be identified and records maintained. The changes
2 change. | shall be reviewed, verified and validated, as appropriate, and approved before

Paras implementation. The review of design and development changes shall include evaluation of
now the effect of the changes on constituent parts and product already delivered. Records of the
merged | results of the review of changes and any necessary actions shall be maintained (see 4.2.4).

7.5.1 Bullet d) D+A d) the availability and use of monitoring and measuring deviees equipment,

7.5.1 Bullet f) A f) the implementation of product release, delivery and post-delivery activities.

7.5.2 Para 1 D+A The organization shall validate any processes for production and service provision where the

resulting output cannot be verified by subsequent monitoring or measurement Fhis-nekides
any-precesses-where-and, as a consequence, deficiencies become apparent only after the
product is in use or the service has been delivered.

7.5.3 Para 2 A The organization shall identify the product status with respect to monitoring and
measurement requirements throughout product realization.
7.5.3 Para 3 D+A Where traceability is a requirement, the organization shall control and record the unique
identification of the product and maintain records (see 4.2.4).
7.5.4 Para 1, D+A If any customer property is lost, damaged or otherwise found to be unsuitable for use;+his
Sentence A shall-bereperted-to-the-customer-and-records-maintained the organization shall report this
3 Note to the customer and maintain records (see 4.2.4).

NOTE Customer property can include intellectual property and personal data.
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Table B.1 — Changes between ISO 9001:2000 and ISO 9001:2008 (continued)

Paragrap | Additi

I1SO h/ on (A)

9001:2000 Figure/ or Amended text

Clause No. Table/ Deleti

Note on (D)

7.5.5 Para 1 D+A The organization shall preserve the eenfermity of product during internal processing and
delivery to the intended destination in order to maintain conformity to requirements. Fhis As
applicable, preservation shall include identification, handling, packaging, storage and
protection. Preservation shall also apply to the constituent parts of a product.

7.6 Title D+A Control of monitoring and measuring deviees-equipment

7.6 Para 1 D+A The organization shall determine the monitoring and measurement to be undertaken and the
monitoring and measuring devices_equipment needed to provide evidence of conformity of
product to determined requirements (see72-1t):

7.6 Bullet a) A a) be calibrated or verified, or both, at specified intervals, or prior to use, against
measurement standards traceable to international or national measurement standards;
where no such standards exist, the basis used for calibration or verification shall be recorded
(see 4.2.4);

7.6 Bullet c) D+A €)y-be-identified-to-enable-the-calibrationstatusto-be-determined;

f - fication-i e e :
7.6 Para 4, Now Records of the results of calibration and verification shall be maintained (see 4.2.4).
Sentence new
3 para 5,
without
change.

7.6 Note D+A
NOTE Confirmation of the ability of computer software to satisfy the intended application
would typically include its verification and configuration management to maintain its
suitability for use.

8.1 Bullet a) D+A a) to demonstrate conformity efthepreduct to product requirements,

8.2.1 New Note | A NOTE Monitoring customer perception can include obtaining input from sources such as
customer satisfaction surveys, customer data on delivered product quality, user opinion
surveys, lost business analysis, compliments, warranty claims and dealer reports.

8.2.2 Para 2 A The selection of auditors and conduct of audits shall ensure objectivity and impartiality of

Sentence the audit process.
3
8.2.2 New Para A A documented procedure shall be established to define the responsibilities and requirements
3 for planning and conducting audits, establishing records and reporting results.
8.2.2 Para 3 Now
para 4
D+ A
8.2.2 Para 4 Now The management responsible for the area being audited shall ensure that any necessary
Sentence para 5 corrections and corrective actions are taken without undue delay to eliminate detected
1 A nonconformities and their causes.
8.2.2 Note D+A NOTE See1SO-10611-11S0-100+1-1and1SO-106011-3. See ISO 19011 for guidance.
8.2.3 Para 1 D When planned results are not achieved, correction and corrective action shall be taken, as
Sentence appropriate;te-ensure-conformity-of the-product.
3

8.2.3 New Note | A NOTE When determining suitable methods, 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 management system.

8.2.4 Para 1 AD+ The organization shall monitor and measure the characteristics of the product to verify that

Para 2 AD+ product requirements have been met. This shall be carried out at appropriate stages of the
Para 3 A product realization process in accordance with the planned arrangements (see 7.1).

Evidence of conformity with the acceptance criteria shall be maintained.

Evidence of conformity with the acceptance criteria shall be maintained Records shall

indicate the person(s) authorizing release of product fer-delivery-te-the-eustormer (see 4.2.4).
Preductrelease-and-service-delivery The 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 otherwise approved by a relevant authority and, where
applicable, by the customer.
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Table B.1 — Changes between ISO 9001:2000 and ISO 9001:2008 (continued)

Paragrap | Additi
1SO h/ on (A)
9001:2000 Figure/ or Amended text
Clause No. Table/ Deleti
Note on (D)
8.3 Para 1, D+A
Sentence
2
8.3 Para 2 A Where applicable, the organization shall deal with nonconforming product by one or more of
the following ways:
8.3 New bullet | A d) by taking action appropriate to the effects, or potential effects, of the nonconformity
d) Para 3 Moved when nonconforming product is detected after delivery or use has started.
Para 4 to be Re e-of-nonconfermities-and-any-subsequent-actionsta
Para 5 Para 4 eoneessions-obtained;—shall-be-maintained{see-42:4)
Moved
to be When nonconforming product is corrected it shall be subject to re-verification to
Para 3 demonstrate conformity to the requirements. Records of the nature of nonconformities and
Now any subsequent actions taken, including concessions obtained, shall be maintained (see
new 4.2.4).
bullet
d)
8.4 Bullet b) D+A b) conformity to product requirements (see72-1) (see 8.2.4),
Bullet c) AA
Bullet d) c) characteristics and trends of processes and products, including opportunities for
preventive action (see 8.2.3 and 8.2.4), and
d) suppliers (see 7.4).
8.5.2 Para 1 D+A The organization shall take action to eliminate the cause causes of nonconformities in order
to prevent recurrence.
8.5.2 Bullet f) A f) reviewing the effectiveness of the corrective action taken.
8.5.3 Bullet e) A e) reviewing the effectiveness of the preventive action taken.
Annex A All D+A Updated to reflect ISO 9001:2008 versus ISO 14001.:2004
Annex B All D+A Updated to reflect I1SO 9001:2008 versus 1SO 9001.:2000
Bibliography New and D+ A Updated to reflect new standards (including ISO 9004, currently under revision), new
amended editions of standards, or withdrawn standards.
references
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MpunoxxexHune B
(vHcdhopmaumoHHoOE)
Tabnuua B1l.Pasnnuusa mexay NCO 9001:2000 v UCO 9001:2008

Maparpad | Job6asn

N2 nyHkTa /Cxema/Ta | eHue
nco 6nmua/Mp | (A) unu | JobaBneHHbI TEKCT
9001:2000 MMeYaHNe | u3bsFi
e (D)
Mpeavcnosu | Maparpad | D+ A MexayHapoaHble CTaHAapTbl pa3pabaTbiBalOTCs B COOTBETCTBMM C NpaBUIaMu,
e 2 npueeaeHHbiMK B Anpekteax MCO/M3IK.Maers3 Yactb 2
Mpeaucnosu | Maparpad | A OcHOBHas 3as1a4a TEXHUYECKUX KOMUTETOB — pa3paboTka MexxayHapoaHbIX
e 3, CTaHaapTos.
MNpeanoxe
Hue 3
Mpeaucnosu | Maparpad | D + A O6pallaeTcs BHMMaHUE Ha TO, YTO HEKOTOPbIE 3/IEMEHTbLI HACTOALEro
e 4,|'|Deﬂq0 MEKAYHIPOAHOFO-CTaHARPTa AOKYMEHTa MOryT 6biTb 0O6BEKTOM MAaTEHTHbIX NpaB
XXeHue
MNpeavcnosn | Maparpad | D MexgayHapeatbit-craraapT VICO 9001 6bin paspaboTaH TexHUYeckum KoMuTeToMm
€ 5 NCO/TK 176 MeHemXMeHT KauyecTBa 1 obecrneveHne kayectsa. MogkommteT 2

CucTeMbl KayecTsa.

Mpeavcnosn | Maparpad | D
e 6

A Hacroamee YETBEPTOE N3AaHWUE OTMEHSET U 3aMeHSET TpeThe n3aanue (MCO
9001:2000), KOTODbIe ObIJI0 TEXHUYECKN NEPECMOTPEHO.

MNpeancnosu Maparpacd | D
e 7

Mpeavcnosn | Maparpad | D
e 8

Mpeaucnosu | HoBbliin A Monpo6Has nHbopMaLms 06 USMEHEHWUSX, MPOUCILEALINX MEXAY TPETbEM U3aHUEM W

e naparpad HaCTOoSALWNM YETBEPTLIM U3JaHUEM, NpuBeaEHb! B [punoxeHun B.
7
0.1 Maparpad | D
r
Mpeanoxe
Hue 2 A
0.1 Maparpad | A HaCTOFILLl,VIVI MeXAyHapOaHbIi CTaHﬂapT MOXeT 6bITb MCNOMb30BaH Kak BHyTpeHHMMM TaK 1

BHELLUHWUMW CTOPOHAMW, BKJTKOHasi OpraHbl Mo cepTudUKaumm, Ans OLEHKM CNOCO6HOCTH
opraHv3aumm yaoBneTBopsiTb TpeboBaHUs NOTpebuTens, HopMaTUBHbIE U perynnpyiolme
TpeboBaHuMs, NPUMEHMMbIE K NPOAYKLMK, @ TaKkke COBCTBEHHbIE TpeboBaHWS OpraHM3aumu.

0.2 Maparpad | D + A [ns 3¢deKkTMBHOro yHKUMOHMPOBaHNS OpraHn3aumnm, HEOOXOANMO HAEHTHHHMPOBATL

2 onpeaenuTb. MHOMOYMCNIEHHbIE B3aUMOCBSI3aHHbIE Mexay COb0M BUAbI AEATENBHOCTU U
ynpasnsaTe UMU. [1eaTenbHOCTb UK BUAbl AEATENBHOCTU, UCMOSb3YIOLNE PECYPChI U
ynpasnsiemMble B ONpeaeneHHoM Nnopsiake, No3Bossiowem npeobpasoBaTb «BXOAbI» B
«BbIXOfbl», MOTYT 6bITb PaCCMOTPEHbI KaK NpoLecchl.

0.2 Maparpad | A MpUMEHEHNE CUCTEMBI NPOLIECCOB B paMKax OpraH13aLmnm, COBMECTHO C MAEHTUDUKALNEN 1
B3aMMOAENCTBMEM 3TUX NMPOLIECCOB, a TakXe YrNpaBieHUs MU ANs NoNyYEHUs XKenaemMoro
pesynbTaTa, MOXET 6biTb NPEACTABEHO KaK «MPOLIECCHbIN NOAX0A».

0.3 Maparpad | D+ A Haerosmemn3garis NCO 9001 n MCO 9004 6utan-paspabetaHblkak-corAacoBaHHasRapa
1

E€FaHARPTOB - CTAHAAPTLI CUCTEMbI MEHEIXKMEHTA KAauyecTBa, CPOEKTUPOBaHHbIE /15t
,qononHeva Llpyr npyra KOTOpre MOXHO I'IpMMeHﬂTb TaloKe CaMOCTOSITESIBHO. Xeﬁ—y—:ﬁme

0.3 MpumeyaH | A I'IDMMeanme B nepwon I'IV6)1VIKaLlVIVI HacTosLlero MexayHapoaHoro craHgapta MCO 9004
ne. HaxoAMTCA B CTaAnM NEPecMoTpa.
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Ta6nuua B1.Paznnunsa mexay UCO 9001:2000 n UCO 9001:2008 (npogomxeHune)

Maparpa | Jo6as
N2 nyHKTa ¢/Cxema | neHune
/Ta6bnuy | (A) o
Uco a/Mpume | nam [o6aBnieHHbIN TeKCT
9001:2000 yanue
ue (D)
0.4 Maparpad | D+ A
1 y ;
B xoae pa3paboTku HaCcToALWEro MexayHapoAHOro ctaHaapTa, bbiav AomKHbIM 06pa3om
yuTeHbl nonoxenns NCO 14001-2004 anga ynyyweHnms COBMECTUMOCTU 3TUX ABYX
CTaHAapToB B MHTepecax coobliecTBa nosb3oBaTenei. B npunoxeHuy A npeacrasneHa
cBsA3b Mexxay MCO 9001:2008 n UCO 14001:2004.
1.1 MoanyHkT | A a) HyXKaaeTcst B IEMOHCTpaLMM CBOEN CMOCOBHOCTM MOCTaBASTb NPOAYKLMIO, OTBEYAIOLLYIO
a) Tpe6oBaHusaM NoTpebuTeneit 1 COOTBETCTBYIOLMM NMPUMEHUMbIM HOPMATUBHBIM U
perynupytowmm TpeboBaHnsaM u
MoanyHkT | A b) cTaBuUT cBOEN LieNbIO0 NOBLILLEHWE YAOBIETBOPEHHOCTH NOTPe6UTENe NOCPEeACTBOM
b) pe3ynbTaTUBHOMO NPUMEHEHUS CUCTEMbI, BK/IKOYAs NPOLIECCHI MOCTOSHHOMO €& ynyuylleHns v
obecneyeHne cooTBeTCTBUSA TpebOBaHWSM NOTpebuTenei 1 NPUMEHUMbIM HOPMAaTUBHbLIM U
perynupytowmm TpeboBaHMsM.
MpuMeyaH | D FipumMedarie. B-HacTosteM Me PO
ne v
A RoTpebuTeRemM:
Mpumeyanue. B HacTodLIEM MEXAYHAPOAHOM CTaHAaPTE TEPMUH «MNPOAYKLMSA» OTHOCUTCA
Hosoe TOJMIbKO K -NPOoAyKUMM, NMpeAHa3HavyaeMol AN noTpebuTens uam npoaykumum, 3aTpeboBaHHON
MpumeuvaH | A norpebutenem.-noboMy HaMe4yeHHOMyY BbIXOAHOMY NapaMeTpy, NoayyYaeMoMy B pesynbrare
ne 2 CO34aHus NpoAYKLMK
NPUMEYAHWE 2. HopmaTtuBHble 1 perynupyiouimne TpeboBaHmns MOryT 6biTb BblpaXkeHbl B
BUe 3aKkoHoAaTeNbHbIX TpeboBaHuUM
1.2 Maparpad | A Ecnun caenaHbl UCKIOYEHUS, COOTBETCTBME TPebOBaHNAM HACTOSALLErO MeXAyHapOAHOro
3 cTaHaapTa 6yaet obecrneyeHo TONbKO B TOM C/lyvae, €Civ 3TN UCKTIOYEHNS OrpaHnyeHbl
TpeboBaHMAMU paszgena 7, u 3T UCKNIOYEHNS He 3aTparmeatoT CMOCOBHOCTb OpraHu3auun u
He 0CBOGOXAAIOT ee OT OTBETCTBEHHOCTH 3a MOCTaBKy NMPOAYKLMM, COOTBETCTBYIOLLEH
TpeboBaHuaM noTpedutens n NPUMEHUMbIM HOPMATUBHbLIM U PErynpyoWmMM TpeboBaHUAM.
2 Maparpad | D+ A
1
A
[JOKyMeHTa. [INs CCbUIOK, UMEIOLWNX AaThl, MPUMEHAETCSA TOMNbKO LIMTUPOBaHWe usganus. [ns
CCbINIOK, HE MMEIOWMX AaTbl, MPUMEHSAETCA LMTMPOBaHUE NOCNEAHEr0 U3faHunsa (BKAYas
D+A nobble Nonpasku).
MCO 9000:28062005 CucreMbl MEHeAXMeHTa KayecTBa- OCHOBHbIE MPUHLMMBI U CNOBapb
3 Maparpad | D v HOHH y y EMbIe-B-HACTOAHEM M3ATHMA
bl 2,3
EFaHARPT—TatoKe FepMHH» ROCTaBIHMK> 3aMEHACT TEpMHH<EYOROAPARHMIO
4.1 MoanyHkt | D+ A Q) MACHTMMHIMPOBaTs oNpefenvTb NPoLecchl, HeobXoanMbIe ANs CUCTEMbl MEHEAXKMEHTa
a) KayecTBa, U UX NpUMeHeHne BO BCeN opraHusaumm (cm. n.1.2);
4.1 MoanyHkT | A €) OCYLLEeCTBATb MOHUTOPUHT, N3MepeHue (MpuemMnembliM cnocoboMm) 1 aHanms aTux
e) NpoLIeccoBs;
4.1 Maparpad | D+ A Ecnu opranusaums pelaeT nepeaatb CTOPOHHUM OpraHM3aLmMaM BbINOMHEHNE Kakoro-nnbo
4 npouecca, BAMAIOLWEro Ha COOTBETCTBUE NMPOAYKLMM € TPeboBaHMAM, OHa A0/MKHA
obecrneunBaTh CO CBOEN CTOPOHbI KOHTPOJIb 33 TakUMM Npoueccamu. Tun u 06beMm
ynpaeneHve MM J0/DKHbI 6bITb onpeaeneHbl B paMKax CMCTEMbl MEHEDKMEHTa KayecTBa.
4.1 MpuvMeyan | D + A MpuMeyaHne 1. BblleynoMsiHyTblE MPOLIECCHI, HEOBXOAMMBIE A CUCTEMBI
ne 1 MeHEeKMEHTa KayecTBa, ©6A3aTefabHe BKIIIOYAOT NPOLECCH ynpaBieHYeckoi

[lesTeNbHOCTY PYKOBOACTBA, 06ecrneyeHns pecypcamm, Co3aaHue NpoayKLMm U U3MepeHust,
aHanus u ynyyiienve
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Ta6nuua B1.Paznnuusa mexay UCO 9001:2000 n UCO 9001:2008 (npogomxeHune)

Maparpacd | [ob6asn

NQ nyHkTa /Cxema/Ta | eHne

nco 6nmua/Mp | (A) unu | JobaBneHHbIN TeKCT

9001:2000 UMeyaHue | w3baTH

e (D)

4.1 Hosble A MpuMeyaHue 2.AyTCOPCMHOBbINM NPOLIECC MAEHTUDUUMPYETCA KaK NpoLecc, HeobXoanMbiIii
npuMeYaH NS CUCTEMbI MEHEKMEHTA KayeCcTBa, HO KOTOPbIV Bbi6paH ANis BbINOAHEHNSI CTOPOHOW,
ma2u3 ABNAOLWENCA BHELUHEN MO OTHOLUEHMIO K OpraHn3aLmy.

MNpumeyanue 3. ObecneyeHne KOHTPONS Ha4 ayTCOPCUHIOBLIMU NpPOLIeCCaMn He
0CcBOOOXAET OpraHn3aLmto OT OTBETCTBEHHOCTH MO obecneyeHmnio COOTBETCTBUS BCEM
TpeboBaHMaM NoTpebuTens, HOPpMaTMBHBLIM U perynnpyowmm TpebosaHuaM. Tvun v npeaensi
CPeAcCTB ynpaBieHUs, NPUMEHNMbIX K ayTCOPCMHIOBbLIM NpoLieccam, MOryT 6biTb
NoABEPXEHbI BO3AENCTBUIO Taknx hakToOpoB, Kak:

@) noTeHUManbHOe BO3AENCTBUE ayTCOPCMHIOBOrO MpoLiecca Ha CNOCOBHOCTL OpraHu3aLmm
NOCTaBAATb NPOAYKLUMIO, COOTBETCTBYIOLLYIO TpeboBaHWAM;

b) cTteneHb ynpaBneHns COBMECTHbIM NPOLLECCOM

C) cnocobHOCTb AOoCTUraTh HEO6X0AMMOrO YNpaBAeHUs B paMKax NpuMeHeHus n.7.4

4.2.1 MoanyHkT | A C) AOKYMEHTUPOBaHHbIE MpoLeaypbl U 3anucu, TpebyeMble HaCTOSLLMM MeXAyHapOAHbIM
c) CTaHZapToM u

4.2.1 Moanywkt | A+ D d) AOKYMeHTbI, BKIKOYas 3anucu, HEOExeamMbte-oNpeaeneHHble OpraHu3aunen ans
d) obecneyeHns pe3ynbTaTUBHOMO MaHNPOBaHMS, OCYLLECTBIEHNS NMPOLECCOB M YNpaBieHus

UMW, #

4.2.1 MoanyHkt | D e)-3afmen-Tpebyembie-HacTofEnM-MEKAYHapeAHbIM-ETaHAapTOM{eM =424
e)

4.2.1 MpumeyaH | A MNpvMeyaHue 1. TaMm, rae B HaCTOSILLEM MeXAyHapOAHOM CTaHAapTe BCTPeYaeTcs TEpMUH
el «[I0KYMeHTVpOBaHHas npoLeaypa», 3TO 03HAYaeT, YTo npoueaypa paspaboTaHa,

[IOKyMeHTanbHO oopMieHa, BHeApeHa U NoaaepXuBaeTcst B paboyeM COCTOSHUM
OTaenbHbIN AOKYMEHT MOXET YUYMUTbIBaTb TPE6G0BAHWS OAHON MM 60JIbLIEr0 KOAMYECTBA
npouenyp. TpeboBaHne K JOKYMEHTUPOBAHHOM Mpoueaype MoXeT 6biTb OTpaxkeHo B 6onee
YeM O[JHOM [OKYMEHTE.

4.2.3 MoanyHkT | A f) obecneyeHne naeHTUPUKaLMN SOKYMEHTOB BHELIHErO NPONCXOXAEHUS (onpeaeneHHble
f) OpraHvsaumen A5 niaHMpoBaHus U MYHKLMOHMPOBAHWUS CUCTEMOWN MEHEIKMEHTA

KayecTBa) W yrnpasieH1e UX pacchlikon; u

4.2.4 Maparpac | D+ A 3anucn, onpeaeneHHble H-ROAAPEIMBIEMbIE—AN1S NPeaoCTaBNeHNs CBUAETENbCTB

1 COOTBETCTBUS TPEOOBaHMAM M ANs pe3yNbTaTMBHOrO (YHKLIMOHMPOBaHUSI CUCTEMb
MeHeKMEHTa KayecTBa, A0/MDKHbI YNPaBSThCS . SafeH-AOKHbHOETABATLEAHETHIMMA;
ACFKOMACHTHDMHMPYEMBbIMA - BOECTaHaBAMBaeMbiMir. OpraHn3aums fo/hkHa pa3paboTtaTtb
[OKYMEHTVPOBaHHYI0 NpoLeaypy ANs OnpeaeneHns CpeacTs ynpasneHus, Tpedyembix npu
MAEHTUMUKALMK, XPaHEHWM, 3alUMTe, BOCCTAHOB/IEHWUN, BRPEAEAEHMA EPOKOB COXPaHEHUN 1
M3bATUM 3anMceit. 3anncn JomKHbI OCTaBaTbC YETKUMU, IETKO UAEHTUMDULIMPYEMBIMU U
BOCCTaHaBNMBaEMbIMMU.

5.5.2 Maparpad | A Bbiclee pyKOBOACTBO AO/HKHO HAa3HAUYMTL YsieHa PyKOBOACTBA OpraHM3aLmm, KOTopbii
1 NMOMWUMO APYrMX BO3/IOXKEHHBIX HA HEro 06513aHHOCTEN, AOMKEH UMETb OTBETCTBEHHOCTb U

NOHOMOYMSI, BK/IHOYaoLWmne

6.2.1 Maparpad | A+ D MepcoHan, BbIMONHSAOWMI paboTy, BANSIOLLYIO Ha COOTBETCTBUE TpeboBaHUAM,

1 NpeabsBNSEMbIM K Ka4€EFBy NPOAYKLUMM, AO/MKEH OblTb KOMMETEHTHLIM B COOTBETCTBUN C
nosly4eHHbIM 06pa3oBaHNEM, NMOArOTOBKOW, HaBbIKaMi 1 OMbITOM.

HoBOE A MNpumMeyaHue. Ha cooTBeTcTBNE TPEOOBAHUAM, NpeabsBASEMbIM K KaYeCTBY NPOAYKLWU,

npvMeYaH NpsiMO WM KOCBEHHO BSIVSET NEPCOHAs, BbINOMHSAIOWMA 3alayv B paMKaxX CUCTEMbI

ve MeHeKMeHTa KayecTBa.

6.2.2 HasgaHne | A+ D KoMNeTeHTHOCTb, NOArOTOBKA M OCBEAOM/IEHHOCTb H-ROAFOTOBKR
nyHKTa

6.2.2 MoagnyHkt | A+ D a) onpegensite HEO6XOANMYIO KOMMETEHTHOCTb NEePCOHana, BbIMOHAOLWEro paboTy,
bl a) nb) BNMSIOLWLYIO HAa COOTBETCTBME TPebOBaHMAM, NPeAbABNSEMbIM K Ka4eeFBy NPOAYKUNM;

b) obecneunBaTtb, TaM rae yMECTHO; NMOAFOTOBKY WM NMPeanpUHUMaThL Apyrue AeicTBuUs ARs
AOCTKEHMA-ITMXFOTPEBHOETEH C LIENbI0 AOCTVXKEHWS HEO6XOAMMOr0 YPOBHS
KOMNETEHTHOCTH

6.3 MoanyHkT | A C) cnyx6bl obecneyeHuns (HanpuMep, TPAHCMOPT, CBSI3b UM MHDOPMALMOHHBLIE CUCTEMBI,)
9]

6.4 HoBsoe A [pumMeyaHve. TepMUH «NPOU3BOACTBEHHAsA Cpefa» OTHOCUTCH K TEM YC/IOBUSIM, B KOTOPbIX
npumMeYaH BbinonHseTcs pabota, BkAYas Gusnyeckne, sKonormyeckme n apyrve Qakropbl (Takne Kak
ne LYM, TEMNEepaTypa, BAAKHOCTb, OCBELLEHNE UM METEOYCIOBUS).

7.1 MoanyHkt | A+ D b) noTpebHocTb B paspaboTke NpoLeccoB M AOKYMEHTOB, a Takxe B obecrneyeHnm
b) pecypcamu Ansi KOHKpeTHOW NpoayKumm;

7.1 MoanyHkt | A C) HeobxoaMMyto AedTeNbHOCTb NO BepudyKaummn 1 Banuaaumm, MOHUTOPUHIY, U3MEPEHMIO,
c) KOHTPOJO M UCTIbITAHWSIM ANt KOHKPETHOM NPOAYKUMM, @ TaKkKe KPUTEPUU NPUEMKN

npoayKumu;
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Ta6nuua B1.Paznnuusa mexay UCO 9001:2000 n UCO 9001:2008 (npogomxeHune)

Maparpad | [ob6asn

NQ nyHkTa /Cxema/Ta | eHue

nco 6nvua/Mp | (A) unn | JobaBneHHbIN TekcT

9001:2000 UMeYaHve | u3bATH

e (D)

7.2.1 MoanyHkT | D+ A C) HOpMaTUBHbIE N perynupytolme TpeboBaHUs, 6FHEEHHMEES NPUMEHUMbIE K MPOAYKLMN,
c) 7
MoanyHkT | D+ A
d) d) nobble gononHuTenbHble TpEGOBaHWS, BRPEAEAEHHbIE, KOTOPblE HEOOXOANMDbI-AAS
Hosoe A opraHu3aumm.
npumeyaH
ne MpuMeyaHve. [lesTenbHOCTb NOc/e NOCTaBKM BKIKOYAET, HANpUMep, AEVUCTBUS MO

06ecrneyeHnto rapaHTUHbIX YCII0BUI, KOHTPaKTHble 0643aTebCTBa ,Takme Kak TEXHUYECKOoe
obcnyxunBanmne , a Takke AONONHUTENbHbIE YCIYTUN, TakMe Kak YyTUan3aums nam
OKOHYaTEe/bHbIN BbIGPOC.

7.3.1 HoBsoe A MpumMeyaHne. AHanm3 NPoOeKTMPOBaHUS 1 pa3paboTku, Bepudukaums v Banngaums MMeroT
npumeyaH YETKO pasnunymmble Lenm. OHM MOryT BECTMCb U PErMCTPUPOBATLCA OTAENbHO MK B 1o6oM
ne COYETaHUW, NPUroaHOM AN NPOAYKLIMM M OpraHusaLmm.

7.3.2 Maparpacd | D+ A SF1t BxogHble AaHHblE AOMKHbI @aHaNM3npoBaTbCs Ha afAeKBaTHOCTb. TpeboBaHUS AOMKHbI
2 6bITb NOMHLIMW, HEABYCMbICIEHHBIMU Y HENPOTUBOPEYMBbLIMU.

7.3.3 Maparpad | D + A BbIx0oAHbIE A@HHbIE NPOEKTUPOBaHWS U pa3paboTKM AOMKHbI 6bITh APEACTaBACHbLHB-hOpME;
1 fAe3BeAstetier B hopMe, NPUroaHoN Ans Toro, YTobbl NPOBECTU BEpUDUKALMIO

OTHOCUTENbHO BXOAHbIX TPeBGOBaHMIA K MPOEKTUPOBaHUIO 1 pa3paboTke, a TakKe A0MKHbI
6bITb YTBEPXAEHbI A0 MX NOCNEAYIOLEro NCNob30BaHNUs

7.3.3 Hosoe A MNpumeyanue. UHdopmMaums 06 obecneyeHnn NponsBoACTBa M 06CAYXMBAHWS MOXET
npumeyaH BK/KOYaTb CBEIEHNSA O COXPaHEHUW NPOAYKLINM
ne

7.5.1 MoanyHkt | D + A d) Hannure n NpUMeHeHe yeFrperers 060pya0BaHUS A1t MOHUTOPUHIA U U3MEPEHMIA
d)

7.5.1 If_l)oﬂnyHKT A f) ocywecTBneHve BbiNycka NpoAyKUMW, NMOCTaBKU W AEUACTBUIA MOCIE NOCTaBKM MPOAYKLNUU.

7.5.2 Maparpad | D + A OpraHu3auus Jo/mkHa NOATBEPXAATL BCe NpoLecckl obecneveHns NpovM3BoACTBa U
1 0o6cny>xunBaHmns, pesynbTaTbhl KOTOPbIX HENMb351 MPOBEPWUTL MOCPEACTBOM MOCNE[0BaTENBHOIO

MOHWTOPWHIA WM U3MepeHns. STo-BrtoHacTobbie-RpoHecest#; Kak cneacrsue,
HeI0CTaTKN CTaHOBATCSH OYEBUAHBIMM TOJILKO NOC/E Havana UCrnosb30BaHNs NPOAYKLMN UK
nocne nNpeaocTasieHns yCnyru.

7.5.3 Maparpad | A OpraHu3aumsa JO/mKHa MAEHTUPUUMPOBATL CTaTyC NPOAYKLMN NO OTHOLLEHMIO K
2 TpeboBaHMSIM MOHWUTOPUHIA U M3MEpEHUI B XOA€e BCEro MpoLecca co3aaHns NPOAYKLMN.

7.5.3 Maparpad | D+ A Ecnu npocnexumBaemMocTb aBnseTcs TpeboBaHMeM, TO OpraHM3aumns AO/MKHA YNpaBasTh #

3 PEFUETPMPOBaTH CNeumMarnbHON naeHTUdVKaumen NpoayKumMmM U NoaaepXMBaTh 3anvcu B
paboyem coctosHum (cM. n.4.2.4).

7.5.4 Maparpad | D+ A Ecnn cobcTBeHHOCTb n0Tpe6MTen;| YTepﬂHa nospe)K/:leHa nnu an3HaHa HeI'IpVIFOLlHOIA ans

, MCNosb30BaHus,
Mpeanoxe Heﬂﬂepﬂeuaa*beﬂ—a—paéeqem—eee?eﬂm opraHusaums .Cl.Oﬂ)KHa npeacTaBuTb 06 5TOM OTYeT
Hve 3 notpebutento 1 noaaepxmeaTb 3anucy B paboyem coctosgHum (cM.n.4.2.4).
MpumeuaH | A MpumeyaHune. CobCTBEHHOCTb NOTPEOUTENS MOXKET BKIOYATb B CeBS MHTENNEKTYaNnbHYO
ne COBCTBEHHOCTb M NEPCOHabHbIE AaHHbIE.

7.5.5 Maparpad | D+ A [Ona obecneyenns coorseTcTBUA TpeboBaHuam OpraHu3aumns AO/MKHA COXPaHATb
1 €66TBETETBME NPOAYKLUMIO B XOA€ BHYTPEHHe 06paboTkM 1 B npouecce NocTaBKU K MeCTy

HasHayeHus. 3F6 ECM NpMMEHUMO, COXpaHeHWe AO/MKHO BKOYaTb NAEHTUhUKaLMIO,
Norpy304HO-pasrpy304Hble paboTbl, YNakoBKy, XpaHeHue v 3awmTy. CoxpaHeHne A0MKHO
TaKXE MPUMEHATLCS U K COCTaBHbIM YacTsaM NPOAYKLNK.

7.6 HaumeHos | D + A YnpaBneHuve yerpeHersarin 060pyI0BaHUEM ANSi MOHUTOPUHIA U U3MepeHUi
aHune

7.6 Maparpad | D+ A OpraHusaums Ao/mKHa onpeaenuTb MOHUTOPUHT U U3MEPEHUS], KOTOpble NpeacTonT
1 OCYLLECTBNSATb, @ Takxke yeFpoitersa 060pyA0BaHNE A/si MOHUTOPUHIA U U3MEPEHMS],

Heobxoaumoe Ansa obecneyeHns CcBMAeTENbCTBA COOTBETCTBUS NPOAYKLMW YCTaHOB/IEHHBIM
TpeboBaHusiM (cMm.n.7.2.1).

7.6 MoanyHkT | A a) oTkanMbpoBaHO u_(MIM) NOBEPEHO B YCTAHOBNEHHbIE NEPUOABI UK Nepes ero

a) npuMeHeHneM no obpasLoBbIM 3TaloHaM, NepeaaroLMM pasMepbl €4MHUL, B CPaBHEHWM C
MEeXAYHaPOAHbIMU UM HALMOHANbHBIMW 3TanoHaMu. MNpu OTCYTCTBUM Takux 3TanoHoB 6a3a,
MCMonb30BaHHas AN KannmbpoBKM MM NOBEPKK, AOMKHa BbITb 3aperncTpuposaHa
(cM.n.4.2.4);

7.6 MognyHkt | D+ A v y y # C) UMeeT
c) mneHqu)MKaumo C uenbio YCTaHOBJ'IeHVIﬂ CTaTyca KanMGpOBKM

7.6 Maparpad | Tenepb | 3anucy pesynbTaToB KanMBPOBKM W NMOBEPKM AOMKHBI MOAAEPXMBATLCSA B paboyem

, HOBBbIA cocTosiHum (cM.n.4.2.4).
MNpepnoxe | naparp
Hue 3 adp 5
6e3
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n3MeHe
HUK
7.6 MpuvMeyan | D + A Ppmmevanne—EMIACO10012-14+1ACO10012-2 sAspyroBOACTBa.
ve. MpumeyaHwe. MoaTBepXaeHNE BO3MOXHOCTY KOMMbIOTEPHOW NPOrpamMMbl YAOBNETBOPSAT
npeanonaraeMoMy nNpuMeHeHuo 06bI4HO BKIKOYAET ero Bepudmnkaumio 1 MEHEMDKMEHT
KOHMbUIypaumi ans noaaepxaHns ee NnpuroagHoCT! Ans NpUMeHeHUst
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Ta6nuua B1.Paznnuusa mexay UCO 9001:2000 n UCO 9001:2008 (npogomxeHune)

Maparpad | [ob6asn
NQ nyHkTa /Cxema/Ta | eHne
nco 6nvua/Mp | (A) unn | JobaBneHHbIN TekcT
9001:2000 UMeYyaHve | n3bAT
e (D)
8.1 MoanyHkT | D+ A a) AEMOHCTpaLUuM COOTBETCTBUS TpeboBaHMAM K NpoAyKLUnn
a)
8.2.1 MNpuvmeyaH | A MNpumMeyaHne. MOHUTOPUHI BOCMPUSATHS NOTPeEbUTENIMM MOXET BKIOYaTb NoNyyYeHue
ve BXO/HbIX NapaMeTpoB U3 TaKMX UCTOYHMKOB, Kak 0630pbl yAOBNETBOPEHHOCTH
notpebuTenei, AaHHbIX NOTPebUTENS B OTHOLWIEHNM Ka4eCTBa NOCTaBAEHHOW NPoAYKLINK,
0630p0OB MHEHWI NoNb30BaTeNEN, aHaAN3 YNYLLEHHOW NpeanpUHUMaTENbCKOM
LEeSTeNbHOCTU, KOMIJIMMEHTbI, FapaHTUIHbIE PEKNaMaLmnmW, OTYETHI AUIEPOB.
8.2.2 HoBbii A JomkHa 6biTb pa3paboTaHa AOKYMEHTUPOBaHHOW Npoueaypa, onpeaensioluas
naparpad OTBETCTBEHHOCTb ¥ TpeboBaHWA K NJIaHNPOBAHWIO 1 NPOBEAEHWIO ayAMTOB, @ TaKXe K
2 3anMcaM 1 oTYeTaM O pesynbTarax
8.2.2 Maparpad | D + A
3
ayaMTOoB M UX pe3ynbTaTthl JO/MKHbI NoaAepXXuBaTbcs B paboyeM coctosHum (cMm.n.4.2.4).
8.2.2 Maparpad | A PykoBOACTBO, OTBETCTBEHHOE 3a NpoOBepsieMble 06/1acTh AeATENbHOCTH, AOMKHO
4 obecrieunBaTb, YTOGbI NK06ble HEO6X0ANMbIE AEWCTBUS. NPeanpUHMMAnNUCL 6e3 U3NMLIHEN
OTCPOYKM ANS YCTpaHEHUs! 06HapY>XEHHbIX HECOOTBETCTBUM U BbI3BABLUMX UX MPUYMH.
8.2.2 Mpumeuvan | D + A MpumevaHue. EMACO-106011-14€0-160112-1-14€0-10611-3- Cm.CO 9001 ans
ne PYKOBOACTBA
8.2.3 Maparpad | D Ecnun 3annaHnpoBaHHble pe3ynbTaThl He AOCTUMHYTbI, TO NPUEMIEMbIM CNOCOOOM AO/MKHbI
, npeanpyHUMaTLCS KOPPEKLIMS M KOPPEKTUPYIOLLME AENCTBUS Afst-obecreseHins
Mpepnoxe ECOOTBETETBHA-POAYIHMAMN
Hue 3
8.2.3 MpuvmMeyaH | A MNpumeyanue. MNpy onpegeneHMn NOAxoAALIMX METOAOB PEKOMEHAYETCS, YTObbI
ne opraHvsaums yuunTbiBasaa TMn U 06beM MOHUTOPUHIA U U3MEPEHWIA, COOTBETCTBYIOLIME
KaXI0MY 13 3TWX NPOLIECCOB B OTHOLIEHUW UX BO3AEWCTBUS Ha COOTBETCTBUE TPEGOBAHUAM
K MPOAYKLNW U Pe3y/IbTaTUBHOCTU CUCTEMbl MEHEDKMEHTA KayecTsa.
8.2.4 Maparpad | A OpraHu3aums JO/MKHA OCYLLECTBASTb MOHUTOPUHI N U3MEPATb XapaKTEPUCTUKM NPOAYKLMM C
1 Lienbtlo MpoBepku cobnoaeHns TpeboBaHUi K NPOAYKUMK. ITO AOSHKHO OCYLLECTBASTLCS Ha
COOTBETCTBYIOLMX CTaAUSIX CO34AaeHUS MPOAYKLMM COrMTacHO 3aniaHMpoBaHHbIM
MeponpuaTusaM (cMm.n.7.1). CBuaeTenbCTBa COOTBETCTBUSI KPUTEPUAM NMPUEMKM AOSKHBI
noaAepXmBaTbCs B paboyeM COCTOSHUM.
Maparpad | D+ A ; EFE 53 q A b-ROAAEP !
2 €BETORHIMA. 3aNMCK AO/MKHbI YKa3biBaTb NMLO(a), CAaHKLUMOHMPOBaBLUee(Me) BbiMycK
npoayKumm, nocrasnsemMon notpedurento (cm.n.4.2.4).
Maparpad | D+ A BbiRyer-RpoAykHn--RpeRecTaBAeHmne-yeayrn [Jo 3aBepLueHns BCeX 3an/iaHUpPOBaHHbIX
3 MeponpuaTUiA (CM.n.7.1) BbiNycK NPOAYKUMW U NPeaocTaBieHne YCNyrn He A0SKHbI
OCYLLECTBATLCS, €C/IN MHOE He YTBEPXKAEHO COOTBETCTBYIOLMM YNOTHOMOYEHHBIM UMK, rae
8.3 Maparpad | D+ A
1, Y A ofpes bH-B-AOKY ’
Mpeanoxe Apexeaype. JomkHa 6biTb paspaboTaHa AOKYMEHTMPOBaHHas npoueaypa AN onpeaeneHuns
Hue 2 CPEeACTB ynpaB/ieHus, COOTBETCTBYIOLIAs OTBETCTBEHHOCTb W MOAHOMOYMS Ans paboThl C
HECOOTBETCTBYIOWEN NPOAYKLMEN.
8.3 Maparpad | A Tam, rae uenecoobpasHo, opraHu3aums A0MKHA peLaTb BOMPOC C HECOOTBETCTBYHOLEN
2 NpoAyKUMEN OAHUM MM HECKOMbKUMM crieaytowmnmMm cnocobamu:
8.3 HoBblit A d) ocywecTBnsTL AECTBUS COpa3MepPHbIe A1t BO3AENCTBUM, NOTEHUMANbHbIX BO3AENACTBUN,
noAnNyHKT HECOOTBETCTBMSI, KOrAa HECOOTBETCTBYIOLAsA NPOAYKLUMS BbiSB/IEHA MOC/IE NOCTaBKN Unn
d) Havana ncrnosnb30BaHusI.
3anuncy o XxapakTepe HECOOTBETCTBUIA M NOBbIX NOCNeayoWMX NPEANPUHATBIX AENCTBUSX,
Maparpad | Mepeme | BKkIOYAs MNONyYEHHbIE Pa3peLIEHNs Ha OTKJIOHEHWS, A0MKHBI NOAAEPXXMBaTLCS B paboyem
3 LEH B coctosHun (cm.n.4.2.4).
naparp
a4
Mepeme | Korga HecooTBETCTBYIOLAs NPOAYKLUMS UCMPaBfieHa, OHa A0/MKHA ObiTb NoABeprHyTa
Maparpad | weH B MOBTOPHOW BEpUUKALMKN AJ1s NMOATBEPXKAEHUS COOTBETCTBUS TPEGOBAHUSAM.
4 naparp | 3anucy o0 xapakTepe HECOOTBETCTBUM M NOBbIX NOCIEAYOWMX NPEANPUHSTLIX AEUCTBUSIX,
adp 3 BK/IIOYas MOMyYeHHble pa3peLleHnst Ha OTKITIOHEHUS], AOMKHbI MOAAEPXMBATLCS B paboyem
cocTosiHum (cM.n.4.2.4).
Tenepb
HOBbIVA
Maparpad | noanyH
5 KT d)
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8.4 MoanyHkt | D+ A b) cootBeTCcTBUIO TPEHOBaHMAM K NPOAYKUMK {eM-A721){cM.n.8.2.4);
b)
MognyHkT | A C) XapaKTepuCTMKaM 1 TeHAEHUMSIM NPOLECCOB U NPOAYKLUM, BKITHOYAsh BO3MOXHOCTH
c) NpoBeAeHVs Npeaynpexaatowmx aencTsui (cM.n.n.8.2.3 1 8.2.4); u
MoanyHkT | A d) nocraBwmkam (cMm.n.7.4.).
d)
8.5.2 Maparpad | D+ A OpraHu3aums fo/mKHa nNpeanpuHMMaTh KOPPEKTUPYIOLLME AENCTBUS C LIESbI0 YCTpaHeHUs
1 NPpUYMHEE HECOOTBETCTBUW ANt NPEAYNPeXAEHsi MOBTOPHOMO UX BO3HUKHOBEHWS.
8.5.2 MoanyHkT | A f) aHanu3y pe3ynbTaTMBHOCTY NPEANPUHSTLIX KOPPEKTUPYIOWMX AEUCTBUM
f)
8.5.3 MognyHkT | A €) aHanu3y pe3ynbTaTUBHOCTM NPeAnpUHSTLIX NpeaynpeXxaalowmx AeUCTBUIA.
)
Mpunoxexne | Bce D+A Ob6HOB/IEHO 47151 TOro, 4T06bI OTPa3nTe MCO 9001:2008 B cpasHerm ¢ MCO 14001:2004
A
MpunoxeHne | Bce D+A O6HOB/IEHO U151 TOrO, YT06bI 0TPa3nTL MCO 9001:2008 B cpasHerHmm ¢ MCO 9001:2000
B
Bubnunorpad | Hosble n D+ A OBHOB/IEHO 4/151 TOIO, YTOObI OTPa3nTb HOBbIE CTaHAAPTHI (Br/oYas NCO 9004, koTopbivi
us [IOMOJTHEH HAaXO4MUTCS B CTaAMN IEPECMOTPA) HOBbIE U3JaHNS CTAHASPTOB MM OTMEHEHHBIE CTaHABPTbI
Hble
CCbINIKN
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	5.6 Management review 
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	d) обеспечивать осведомленность своего персонала об актуальности и важности его деятельности и вкладе в достижение целей в области качества, и 
	e) поддерживать в рабочем состоянии соответствующие записи об образовании, подготовке, навыках и опыте (см.п.4.2.4).
	6.3 Infrastructure 
	6.3 Инфраструктура 

	Организация должна определить, обеспечивать и поддерживать в рабочем состоянии инфраструктуру, необходимую для достижения соответствия требованиям, предъявляемым к продукции.  Инфраструктура, включает, если применимо: 
	c) службы обеспечения (услуги, направленные на подержание основной деятельности) (например, транспорт, связь или информационные системы). 
	6.4 Work environment 
	6.4 Производственная среда 

	Организация должна определить и управлять производственной средой, необходимой для достижения соответствия требованиям, предъявляемым к продукции.  
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	Примечание. В некоторых ситуациях, таких, как продажи, осуществляемые через Интернет, практически невозможно проводить официальный анализ каждого заказа. Вместо этого анализ может распространяться на соответствующую информацию о продукции, такую, как каталоги или рекламные материалы. 
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	Организация должна определить и осуществить результативные меры по поддержанию связи с потребителями, касающиеся: 
	a) информации о продукции; 
	б) прохождения запросов, контрактов или заказов, включая поправки, и 
	с) обратной связи от потребителей, включая жалобы потребителей. 
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	Валидация проектирования и разработки должна осуществляться в соответствии с запланированными мероприятиями (см.п.7.3.1), чтобы удостовериться, что полученная в результате продукция соответствует требованиям к установленному или предполагаемому использованию, если оно известно. Во всех случаях, когда это практически возможно, валидация должна быть завершена до поставки или применения продукции. Записи результатов валидации и всех необходимых действий, должны поддерживаться в рабочем состоянии (см.п.4.2.4). 
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	Информация по закупкам должна описывать заказанную продукцию, включая, где это необходимо: 
	а) требования к утверждению продукции, процедур, процессов и оборудования; 
	b) требования к квалификации персонала; и 
	с) требования к системе менеджмента качества. 
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	7.5.5 Сохранение продукции 

	Для обеспечения соответствия требованиям организация должна сохранять продукцию в ходе внутренней обработки и в процессе поставки к месту назначения. Если целесообразно, сохранение должно включать идентификацию, погрузочно-разгрузочные работы, упаковку, хранение и защиту. Сохранение должно также применяться и к составным частям продукции. 
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	7.6 Управление оборудованием для мониторинга и измерений

	e) защищено от повреждения и ухудшения состояния в ходе обращения, технического обслуживания и хранения. 
	Если при мониторинге и измерении установленных требований используют компьютерные программные средства, их способность удовлетворять предполагаемому применению должна быть подтверждена. Это должно быть осуществлено до начала применения и повторно подтверждено по мере необходимости. 
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	8.2.1 Удовлетворенность потребителей

	Примечание. Мониторинг восприятия потребителями может включать получение входных параметров из таких источников, как обзоры удовлетворенности потребителей, данных потребителя в отношении качества поставленной продукции, обзоров мнений пользователей, анализ упущенной (возможности) предпринимательской деятельности, благодарности, претензии в рамках гарантийных обязательств, отчеты дилеров.
	8.2.2 Internal audit
	8.2.2 Внутренниий аудит 

	Организация должна проводить внутренние аудиты через запланированные интервалы с целью установления того, что система менеджмента качества:
	Последующие действия должны включать верификацию предпринятых мер и ведение записей о результатах верификации (см.п.8.5.2).
	Примечание. См. ИСО 19011 для руководства. 
	8.2.3 Monitoring and measurement of processes 
	8.2.3 Мониторинг и измерение процессов 

	Организация должна применять соответствующие методы мониторинга и, где это целесообразно, измерения процессов системы менеджмента качества. Эти методы должны продемонстрировать способность процессов достигать запланированных результатов. Если запланированные результаты не достигнуты, то приемлемым способом должны предприниматься коррекция и корректирующие действия. 
	Примечание. При определении подходящих методов рекомендуется, чтобы организация учитывала тип и объем мониторинга и измерений, соответствующие каждому из этих процессов в отношении их воздействия на соответствие требованиям к продукции и результативности системы менеджмента качества. 
	8.2.4 Monitoring and measurement of product
	8.2.4 Мониторинг и измерение продукции 

	Выпуск продукции и предоставление услуги не должны осуществляться до тех пор, пока все запланированные действия (см. 7.1) не будут успешно завершены, если не утверждено иное соответствующими уполномоченными (лицами) и, где это применимо, потребителем.
	8.3 Control of nonconforming product 
	8.3 Управление несоответствующей продукцией 

	d)  предпринять действия, адекватные последствиям или потенциальным последствиям несоответствия, если несоответствующая продукция выявлена после поставки или начала использования. 
	Когда несоответствующая продукция исправлена, она должна быть подвергнута повторной верификации для подтверждения соответствия требованиям. 
	8.4 Analysis of data
	8.4 Анализ данных

	c) характеристикам и тенденциям процессов и продукции, включая возможности проведения предупреждающих действий (см.п.п.8.2.3 и 8.2.4); и
	d) поставщикам (см.п.7.4.).
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	d) определению и осуществлению необходимых действий;
	e) записям результатов предпринятых действий (см.п.4.2.4);
	f) анализу результативности предпринятых корректирующих действий.
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