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Foreword NMpepucnoBue
ISO (the International Organization for | 1so (MexxmyHapogHasi opraHusauusi no craHaap-

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,

TM3auuKn) sBNSeTca MexayHapoaHon deaepaumen
HaLMOHarnbHbIX OpraHoB MO cTaHgapTusauuu (opra-
HOB - 4dneHoB ISO). Pabota no paspaboTtke mexay-
HapoAHbIX CTaHOAPTOB OObIMHO BeOeTCsl TexXHU-
yeckumn komutetamm ISO. Kaxgbim 4dneH 1SO,
3aMHTEPECOBaHHbIN B HanpaeneHuu, paspa-
0aTbiBaEMOM TEM WUITM UHbIM TEXHWYECKUM KOMUTE-
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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.

The procedures used to develop this document and
those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In
particular the different approval criteria needed for
the different types of 1SO documents should be
noted. This document was drafted in accordance
with the editorial rules of the ISO/IEC Directives,
Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the
elements of this document may be the subject of
patent rights. 1SO shall not be held responsible for
identifying any or all such patent rights. Details of
any patent rights identified during the development
of the document will be in the Introduction and/or on
the I1SO list of patent declarations received (see
WWW.is0.org/patents).

Any trade name used in this document is information
given for the convenience of users and does not
constitute an endorsement.

For an explanation on the meaning of ISO specific
terms and expressions related to conformity
assessment, as well as information about ISO’s
adherence to the World Trade Organization (WTO)
principles in the Technical Barriers to Trade (TBT)
see the following URL:
www.iso.org/iso/foreword.html.

The committee responsible for this document is
Technical Committee ISO/TC 176, Quality
management and quality assurance, Subcommittee
SC 2, Quality systems.

This fifth edition cancels and replaces the fourth
edition (ISO 9001:2008), which has been technically
revised, through the adoption of a revised clause
sequence and the adaptation of the revised quality
management principles and of new concepts. It also
cancels and replaces the Technical Corrigendum

ISO 9001:2008/Cor.1:2009.
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TOM, UMeET MpaBo ObITb NPeACTaBNEHHBIM B AAHHOM
komuTeTte. MexayHapoOHble  opraHusauuu,  Kak
NnpaBUTENbCTBEHHbIE, TaK U HENpaBUTENbCTBEHHbIE,
coTpyaHunyawwme c¢ ISO, Takke NnpuHUMalOT yyactme

B 9toM pabote. ISO TecHo coTpygHudaeTr cC
MexayHapooHoOn 3neKkTPOTEXHUYECKON KOMUCCUMENn —
M3K (IEC) no Bcem BompocaMm, KacawLmMmcs

cTaHaapTu3auumn B 06MacTu 3NeKTPOTEXHMKMN.

Mpoueaypebl, MCNONb30BaHHbIE NPY pa3paboTke 3TOro
OOKYMeHTa M npedHas3HayeHHble  Ans  ero
JanbHenwen nogaepXku, onucaHbl B [dupexktuBax
ISO/IEC, YacTtb 1. B yacTHOCTU, criegyeT ykasaTb Ha
pasnuyHble KpUTEpWUX YTBEpXOeHusl, HeobxoanMmble
AN pasnuyHbiX TMNOB JokymMeHToB ISO. HacToswmn
OOKyMeHT 6bin  pa3paboTaH B COOTBET-CTBUU C
npasunamu, n3noxeHHoiMn B [upektuBax ISO/IEC,
YacTb 2 (cm. www.iso.org/directives).

Ocoboe BHMMaHWE ydeneHo TOMY, YTO HeKOoTopble
3NEeMEHTbl [AHHOr0 [JOKyMEeHTa MOryT sBNATbCS
npegMeToMm naTeHTHbIX npa.. ISO He gormkHa HecTu
OTBETCTBEHHOCTb 3a WAeHTUdMKaumo Kakoro-nmbo
UNM BCexX Takmx MNaTeHTHbIXx npas. [etanu,
KacatoLumecs noodbIX NaTeHTHbIX npas,
YCTaHOBMEHHbIE B XOA4e pa3paboTkM [OOKYMEHTa,
OyoyT ykasaHbl B pasgene «BepeHue» wu/unu B
nncre NaTeHTHbIX  Aeknapauui ISO (cm.
WWW.is0.org/patents).

JTiobble ToproBble Mapku, yNOMsiHYTbIE B HAacCTOSALLEM
OOKYMEHTe, npuBeaeHbI ans ynobcTBa
nonb3oBaTternen 1 He 03Ha4alT ogobpeHue.

IOna pasbscHeHUa 3HadeHu ucnonbdyembix SO
cneunuyecknx TEPMUHOB U BbIPAXKEHWUI, CBA3AHHbIX
C OLEHKOW COOTBETCTBMSA, a Takke WHdopmaumm o
cobnogeHnn ISO npuHumMnoe BTO no TexHuyeckum
H6apbepam B Toproene CM.
www.iso.org/iso/foreword.html.

OTBETCTBEHHbIM 3a HACTOALMN OOKYMEHT ABMSETCS
TexHuyeckun Komutet ISO/TC 176, MeHemxmeHT
kadecTBa 1 obecneyeHne kadecTtBa, Nogkomutet SC
2, Cnctembl kayecTBa.

OTa ndATtas pepakuMs OTMEHsieT U 3aMeHsaeT 4-i0

pegakumio  (ISO 9001:2008), «koTopas npowna
TEXHUYECKNI nepecmoTp, OCYLLECTBMNEHHBbIN
NPUHATMEM NEPECMOTPEHHON MOCNEeL0BaTENbHOCTU
pas3genos " aganTtauuen NnepecMOTPEHHbIX
MPUHUMMOB  MEHEMKMEHTa kKayecTBa U  HOBbIX
koHuenumin. OHa Takke OTMEHSeT W 3aMeHseT

TexHudeckme npaskm B ISO 9001:2008/Cor.1:2009.

Introduction

0.1 General

The adoption of a quality management system is a
strategic decision for an organization that can help
to improve its overall performance and provide a
sound basis for sustainable development initiatives.
The potential benefits to an organization of
implementing a quality management system based
on this International Standard are:

BBepeHue

0.1 O6LwMe nonoxeHus

MpuHsATME  cUCTeMbl  MeHeKMeHTa  kadecTBa
ABnsieTcs CTpaTern4yeckum peLleHnem ans
opraHusauuu, KOTOpoe MOXEeT MOMOYb YMy4lnTb
oblme pesynbTaThl ee AesATeNbHOCTM U obecneynTb
MPOYHYIO OCHOBY [AJI1 MHMUMATMB MO YCTOWYMBOMY
pasBuUTUio.

MoTeHuManbHeBIMM  MpPeuMyLLecTBamMy Ansi  OpraHu-
3auMM OT BHEAPEHUS CUCTEeMbl MEHEMKMEHTa Ka-
4yecTBa Ha oOcHOBe HacToswero MexzayHapogHoro
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a) the ability to consistently provide products and
services that meet customer and applicable
statutory and regulatory requirements;

a) facilitating opportunities to enhance customer
satisfaction;

b) addressing risks and opportunities associated
with its context and objectives;

c)d) the ability to demonstrate conformity to
specified quality management system
requirements.

This International Standard can be used by internal
and external parties.

It is not the intent of this International Standard to
imply the need for:

— uniformity in the structure of different quality
management systems;

— alignment of documentation to the clause
structure of this International Standard;

— the use of the specific terminology of this
International Standard within the organization.

The quality management system requirements
specified in this International Standard are
complementary to requirements for products and
services.

This International Standard employs the process
approach, which incorporates the Plan-Do-Check-
Act (PDCA) cycle and risk-based thinking.

The process approach enables an organization to
plan its processes and their interactions.

The PDCA cycle enables an organization to ensure
that its processes are adequately resourced and
managed, and that opportunities for improvement
are determined and acted on.

Risk-based thinking enables an organization to
determine the factors that could cause its processes
and its quality management system to deviate from
the planned results, to put in place preventive
controls to minimize negative effects and to make
maximum use of opportunities as they arise (see
Clause A.4).

Consistently meeting requirements and addressing
future needs and expectations poses a challenge

for organizations in an increasingly dynamic and
complex environment. To achieve this objective, the
organization might find it necessary to adopt various
forms of improvement in addition to correction and
continual improvement, such as breakthrough
change, innovation and re-organization.

In this International Standard, the following verbal
forms are used:
— “shall” indicates a requirement;

cTaHfapTa, SABNSATCS:
a) cnocoBHOCTb CTabWUbHO NOCTABNSATL MPOAYKLIMIO U
yCryr, KOTOpble  COOTBETCTBYIOT  TpebGoBaHUSIM
notpebutenei 1 NPUMEHUMbIM 3aKOHOAATENbHbIM U
HOPMaTWBHbIM TpeGoBaHUAM,;

a) coaencTeme BO3MOXHOCTAM NOBbILLIEHMWS
yAOBMNETBOPEHHOCTU NOTpebuTenen;

b) y4eT puCkoB 1 BO3MOXHOCTEW, CBA3aHHbIX C ee
KOHTEKCTOM U LensiMu;

C) CNOCOBHOCTb 4EMOHCTPMPOBATL COOTBETCTBME
YCTaHOBJIEHHbIM TpGGOBaHVIFlM CUCTEMDbI
MEeHeIXMeHTa KayecTea.

Hactoswun MexgyHapoaHbin  CtaHgapT  MoOXeT
MCnonb3oBaThCs BHYTPEHHUMM n BHELLHNMWU
CTOpPOHaMM.

HacTtosawmn MexagyHapogHbin ~ CtaHgapT  He

npegnonaraeTt Heo6xoaMMOCTb:
—  YyHudumKaumm CTPYKTYypbl
MEeHeKMeHTa KavyecTBa;

— COrnacoBaHus [JOKYMeHTauuuM CO  CTPYKTYpOu

pas3fnnyHbIX CUCTEM

pasgenos HacTosLLEero MexayHapogHoro
CraHpapTa;
— MCMNONb30BaHWs cheuuanbHoOn  TEePMUHOMOMK
HacTosilero  MexagyHapogHoro  CrtaHpapta B
opraHusaumm.

TpeboBaHMsA K cuUCTEME MEHeIKMEHTa Ka4vecTsa,
YCTaHOBMEHHbIE B HacToswem MexagyHapogHom
CtaHpapte, BRAKOTCA  OOMOMHUTENbHBIMKM K
TpeboBaHMsIM K NPOAYKLUKN U ycryram.

HacTtoawmn MexayHapogHbein CTaHgapT ucnonbayet
NPOLUECCHbLIN  MOAXOA, KOTOPbIN  BKMAKYaeT UMK
«MnaHnpyin—BeinonHan—posepsi-Oencteyn»
(PDCA) 1 p1CK-OpNEHTMPOBAHHOE MblLUNEHNE.

MpoueccHblh  Noaxon  MNO3BOMSIET  OpraHuM3auum
nnaHMpoBaTb CBOM NPOLECChl U UX B3aMMOLENCTBIE.

MpumeHeHne uukna PDCA no3BonsieT opraHusaumm
ObITb yBEPEHHOW, 4YTO ee npoueccbl obecneyeHsl
afjeKBaTHbIMWU pecypcaMu U ynNpaeBngalwTCHd, a BO3-
MOXHOCTM  ANA  ynydleHus  onpeferneHsl U
npoBogATCcs.

Puck-opueHTupoBaHHoe MblLLIEHNE nossonser
opraHusaumm onpefensatb akTopbl, KOTOpble MOryT
NPUBECTM K OTKMOHEHMIO MNPOLECCOB W CUCTEMbI
MEHEe)KMEHTA KadecTBa OT  3ansaHMpPOBaHHbIX
pe3ynbLTaTos, a Takke YCTaHOBUTb
npegynpexganoLwme MeponpuaTua ans MUHUMU3aumum
HeraTMBHbIX  MOCNEACTBUA W MaKCUManbHOro
NCNONb30BaHUSA BO3HMKAKOLINX BO3MOXHOCTEN (CM.
pasgen A.4).

MocnepoBaTtenbHOE BbINOSTHEHNE TPEOOBAHUA U yYeT
Oyaoywmx notpebHoOCTElN U OXuaaHui 6pocatoT BbI30OB
opraHusauusMm, [encTeylowum BO Bce Oornee
OVHaMU4YHOM WM CROXHOW cpefe. [na OOCTUXEHUs
3TOM UEenuM opraHu3auust MOXeT HalTu Heobxo-
OUMBIM MPUMEHATL pasnnyHble POPMbl YryyLlEeHU B
JonoMnHeHMe K KOppekuMM U NOCTOSSHHOMY
YNYULLIEHUIO, TakMe Kak MpOpPbIBHbIE W3MEHEHUS,
WHHOBALMWN U peopraHm3auus.

B HacToALWEeM MexxgyHapoaHOM CraHgapte
NCNONb3ylTCA CriefyoLme rnarofibHble opMbl:

— «JOJDKHO» YKa3blBaeT Ha TpeboBaHue;
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— “should” indicates a recommendation;
— “may” indicates a permission;
— “can” indicates a possibility or a capability.

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

— «cnenyeT» ykasblBaeT Ha pekoMeHaauUuto;
— «MoOrno 6bl» yKkasblBaeT Ha pa3peLLeHuE;
— «MOXET» yKasblBaeT Ha BO3MOXHOCTb UM
CNOCOBHOCTb.

MHdopmaums, obosHadeHHas kKak «[lpumevaHume,
[aeTcd B Ka4eCTBe PYKOBOACTBA 4S5 MOHUMaHUS Unn
pa3bsCHEHUSI COOTBETCTBYHOLLErO TpeboBaHNS.

0.2 Quality management principles

This International Standard is based on the quality
management principles described in ISO 9000. The
descriptions include a statement of each principle, a
rationale of why the principle is important for the
organization, some examples of benefits associated
with the principle and examples of typical actions to
improve the organization’s performance when
applying the principle.

The quality management principles are:
— customer focus;

— leadership;

— engagement of people;

— process approach;

— improvement;

— evidence-based decision making;

— relationship management.

0.2 MpuHUMNBLI MEHeAKMEHTa KayecTBa

Hactoswun MexayHapoaHbii CTtaHaapT OCHOBaH
Ha NpVHUMNax MeHemMKMeHTa KayecTBa, ONMCaHHbIX
B 1SO 9000. OnucaHue BkIto4aeT pOPMYyIIMPOBKY
Kaxgoro npuHumna, u o6OCHOBaHMe, no4vemy
NPVMHUMMN  BaXeH [ANS opraHusauum, a TaKke
HEeKoTopble MPMMEpPbl NMPEMMYLLECTB, CBA3AHHbIX C
NPUHUUMOM, WU MpUMEPbl TUMUYHBLIX OEWCTBUMA MO
YNyylleHUIO pes3ynbTaTtoB AesiTenbHOCTU opra-
HU3auMn Npu NPUMEHEHNN NpUHUMNA.

MpyHUMNBI MEHEAXKMEHTA KayeCcTBa:

— opueHTaLmsa Ha noTpebuTens;

— nnMOEepcTBo;

— BOBII€YeHMe NepcoHana;

— MPOLIECCHBIN NOAXOA,;

— yNny4LleHME;

— MPUHSITUE PELLUEHUI, OCHOBaHHbIX Ha
CcBUOETENbCTBAX;

— MEHEKMEHT B3aVMOOTHOLLEHWA.

0.3 Process approach

0.3.1 General

This International Standard promotes the adoption of
a process approach when developing,

implementing and improving the effectiveness of a
guality management system, to enhance customer
satisfaction by meeting customer requirements.
Specific requirements considered essential to the

adoption of a process approach are included in 4.4.

Understanding and managing interrelated processes
as a system contributes to the organization’s
effectiveness and efficiency in achieving its intended
results. This approach enables the organization

to control the interrelationships and interdependencies
among the processes of the system, so that the
overall performance of the organization can be
enhanced.

The process approach involves the systematic
definition and management of processes, and their
interactions, so as to achieve the intended results in
accordance with the quality policy and strategic
direction of the organization. Management of the
processes and the system as a whole can be
achieved using the PDCA cycle (see 0.3.2) with an
overall focus on risk-based thinking (see 0.3.3) aimed
at taking advantage of opportunities and preventing
undesirable results.

Vi

0.3 NpoueccHbIn noaxon

0.3.1 O6LwWwume nonoxeHus

HacTtoswun MexayHapoaHblIn Cranpapt
cnocobeTByeT NPUMEHEHNIO «MNPOLIECCHOTO
nogxoga» npwu  pa3paboTke, BHegpeHUn wn
yNyylleHUn pesynbTaTUBHOCTU CUCTEMbI MEHEeLK-
MeHTa KayecTBa ans NOBbILLEHNS
YOOBNETBOPEHHOCTM MOTpPebuTenen nytem BbIMOI-
HeHus ux TpeboBaHui. KoHkpeTHble TpeboBaHus,
NPU3HaHHbIE BaXXHbIMU AF15 NPUHATUSA NPOLLECCHOrO
nogxopna, BKNOYEHbl B pasgen 4.4.

MoHMMaHMe U  ocyllecTBreHue MeHemKMeHTa
B3aMMOCBSI3@HHbIX ~ MNPOLECCOB  Kak  CUCTEMbI
cnocobecTByeT pesynbTatMBHOCTM U adhdekTus-
HOCTW OpraHusaummn B SOCTUXKEHUN €€ HaMeYeHHbIX
pe3ynbTaTtoB. JTOT MOAXOA MO3BONSET OpraHusa-
uuM ynpaenATb B3aMMOCBA3SMU U B3aMMO3aBu-
CYMOCTAMU MeXAy npoueccamMn CUCTEMbl, TaK YTO
obwure pesynbTatbl AEATENbHOCTM OpraHu3auuun
MOTYT ObITb YIyYLUEHBI.

MpoueccHbln  nogxod — BkMovaeT B cebs
cuctemaTnyeckoe onpefereHne u  MeHeKMEeHT
NnpoLEeccoB M WX B3aUMOOEWCTBUSI Tak, 4TOObI
aocTturatb HaMeYeHHbIX pe3ynbTaTos B
COOTBETCTBMM C MONUTWUKOW B 0BnacTu kavectsa u
cTpaTternen passButusa opraHuvsaumn. MeHemKMmeHT
NpoOLEeCCOB U CUCTEMbI KaK €QUHOro Lerioro MoxeT
ObITb OOCTUTHYT NPU MCMONb3oBaHuM umkna PDCA
(cm. 0.3.2) coBMeCTHO C 0OCOObIM BHMMaHUEM K
PUCK-OPUEHTMPOBaHHOMY MblwwneHuo (cm. 0.3.3),
HaueneHHbIX Ha WCNONb30BaHWE BO3MOXHOCTEN U
npeaoTBpaLLeHne HexenaTernbHbIX pe3ynbTaTos.
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The application of the process approach in a quality
management system enables:

a) understanding and consistency in meeting
requirements;

b) the consideration of processes in terms of added
value;

c¢) the achievement of effective process performance;

d) improvement of processes based on evaluation of
data and information.

Figure 1 gives a schematic representation of any
process and shows the interaction of its elements.
The monitoring and measuring checkpoints, which are
necessary for control, are specific to each process
and will vary depending on the related risks.
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I'Ip|/||\/|eHeH|/|e npoueccHoro noaxoaa B CUCTeEME
MeHeXXMEeHTa KavyecTBa CI'IOCO6CTByeTZ

a) MOHMMaHMI U COMMacoBaHHOCTU
BbIMNONHEHUN TPEebOOBaHWUIA;

b) paccmoTpeHmto NpoLLEeCCOoB € TOYKM 3peHUus
[006aBnNeHHON LIEHHOCTY;

C) DOCTWXXEHUIO pe3ynbTaTUBHOMO (OYHKLMOHMPOBA-
HUS MPOLECCOB;

d) ynydlieHuio NpoLEeccoB Ha OCHOBE OLIEHMBaHUSA
AaHHbIX U MHdOopMauuu.

npu

PucyHok 1 paeT cxemaTuyHOe npeacTaBreHve
noboro npouecca M nokasblBaeT B3aMMOCBS3b
anemMeHToB npouecca. MOHUTOPUHT U M3MepeHue
KOHTPOMNbHbIX TOYeK, HeobxoauMMbix Ang ynpas-
neHusi, ABMAKTCA cneumdunyeckMMmmn ansg Kaxkagoro
npouecca n 6yayt BapbMpoBaTbCs B 3aBUCUMOCTM
OT CBSi3aHHbIX C HUIMWN PUCKOB.

r f
| Starting point ‘ { End point ‘
L. - L J

Sources of Inputs Inputs Activities Outputs Receivers of Outputs
PREDECESSOR MATTER, MATTER, SUBSEQUENT
PROCESSES ENERGY ENERGY PROCESSES
e.g. at providers INFORMATION, INFORMATION, e.g. at customers
(internal or external) e.g.inthe e.g.in the (internal or external),
at customers, form of materials, form of product, at other relevant
at other relevant resources, service, interested parties
interested parties requirements decision

Possible controls and
check points to monitor
and measure performance

Figure 1 — Schematic representation of the elements of a single process
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0.3.2 Plan-Do-Check-Act cycle

The PDCA cycle can be applied to all processes
and to the quality management system as a whole.
Figure 2 illustrates how Clauses 4 to 10 can be
grouped in relation to the PDCA cycle.

OPrEHHIELHA H .
55 ROHTSRCT (4] I

=t

OIS
| EHEURCHHPOESHIS
& I:\"\I

0.3.2 Uukn NMnanupyn-BeinonHsan-Nposepsan-
HencTtByn

LUnkn PDCA wmMoxeT OblTb MNPUMMEHEH KO BCEM
npoueccaMm U K cCUCTEME MeHeKMeHTa KadecTBa B
uenom. PucyHok 2 unnocTtpupyeT, kak pasgensl 4-10
MOryT 6bITb CrpyNNMpoOBaHbl B COOTBETCTBMM C LIUKIOM
PDCA.

YOOENSTECPSHHOLTE
NOTRE0HTENR

Buman=ad

.
Aerpcumans

=

IEMWTEDSCOESHHED  ©
cTOpoH [4) -

Note: Numbers in brackets refer to the clauses in this International Standard

MpumeyaHve: Homepa B ckobkax COOTBETCTBYIOT

Figure 2 — Representation of the structure of this
International Standard in the PDCA cycle

The PDCA cycle can be briefly described as
follows:

- Plan: establish the objectives of the system and
its processes, and the resources needed to deliver
results in accordance with customers’ requirements
and the organization’s policies, and identify

and address risks and opportunities;

- Do: implement what was planned,;

- Check: monitor and (where applicable) measure
processes and the resulting products and services
against policies, objectives, requirements and
planned activities, and report the results;

- Act: take actions to improve performance, as
necessary.

pasfienaMm Hacrosiero MexayHapoaHoro CtaHaapTa

PucyHok 2 - [peactaBneHue CTPYKTYpbl HacTosiwero
MexayHapopHoro CtaHgapta B uukne PDCA

Livkn PDCA mMoOXeT KpaTKO onucaTtb Crneaylowum
obpasowm:
- MnaHupywn: ycTaHOBWTL Lienn CUCTEMbI U ee npoLec-

COB, a Takke pecypcbl, Heobxoaumble AN
AOCTUMXKEHUA pe3ynbTaTtoB B COOTBETCTBUUN C
TpeboBaHMAMM  noTpebuTenerr M MNONUTUKaAMMU
opraHusaumu;

- BbInonHAN: BbINONHUTL 3annaHUpPOBaHHOE;
MpoBepsan: ocCyLeCTBNAATb MOHUTOPUHT U (rae
NPMMEHUMO)  U3MEpPEHUE  MPOLIECCOB, roTOBOW
NPOAYKUUM W YCNyr Ha COOTBETCTBME MOMMUTUKaM,
uensam, TpeboBaHusM, 3annaHMpoBaHHbLIM
pesynbTatamMm U MHPOPMUPOBATL O pe3ynbTaTax;

- DencTByN: NnpeanpuHMMaTh, NpyM HEOOXOANMOCTMH,
OEVCTBUS NO YNy4LIEHWIO pe3ynbTaToB AeATeNbHOCTY.

0.3.3 Risk-based thinking

Risk-based thinking (see Clause A.4) is essential
for achieving an effective quality management
system.

The concept of risk-based thinking has been
implicit in previous editions of this International
Standard including, for example, carrying out
preventive  action to  eliminate  potential
nonconformities, analyzing any nonconformities
that do occur, and taking action to prevent
recurrence that is appropriate for the effects of the
nonconformity.

To conform to the requirements of this International
Standard, an organization needs to plan and
implement actions to address risks
opportunities.  Addressing  both  risks

and
and

0.3.3 PUCK-opMeHTUpOBaHHOE MbILUNIeHue

Puck-opreHTpoBaHHoe MblwneHue (cM. pasgen A.4)
HeobxoaMMOo Ans NonyYeHus pesynbTaTUBHOM
CUCTEMbI MEHEeI)KMEeHTa KadyecTsa.

KoHuenuns puck-opueHTUPOBAHHOIO MbILLNEHMST Noa-
pasymeBanacb B npeablaylleli BepCuUM HaCTOSILLEro
MexayHapogHoro CraHgapTa, BKYasi, Hanpumep,
BbINOMHEHNE  npegynpexgalnwmnx OeAcTBuA  Ans
YCTPaHeHMs NOTeHLManbHbIX HECOOTBETCTBUIA, aHamNu3
NoBbIX HECOOTBETCTBUN, KOTOPbIE MOTYT BO3HUKHYTh, U
NpUHATUE MEep NO NPefOTBPALLEHUI0 UX MOBTOPEHUS,
COOTBETCTBYIOLLMX NOCNEACTBUAM HECOOTBETCTBUS.
UTtoObl COOTBETCTBOBATbL TPEOOBAHWMSIM HACTOSILLENO
MexgyHapogHoro CranpaprTa, opraHusauum
Heo6xooMMO MMaHMpoBaTh U BHEOPATb OENCTBUS ANs
yyeTa PUCKOB M BO3MOXHOCTEN. YYEeT U PUCKOB, U

viii
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opportunities establishes a basis for increasing the
effectiveness of the quality management system,
achieving improved results and preventing negative
effects.

Opportunities can arise as a result of a situation
favourable to achieving an intended result, for
example, a set of circumstances that allow the
organization to attract customers, develop new
products and services, reduce waste or improve
productivity. Actions to address opportunities can
also include consideration of associated risks. Risk
is the effect of uncertainty and any such uncertainty
can have positive or negative effects. A positive
deviation arising from a risk can provide an
opportunity, but not all positive effects of risk result
in opportunities.

0.4 Relationship with other management system
standards

This International Standard applies the framework
developed by ISO to improve alignment among its
International Standards for management systems
(see Clause A.1).

This International Standard enables an organization
to use the process approach, coupled with the
PDCA cycle and risk-based thinking, to align or
integrate its quality management system with the
requirements of other management system
standards.

This International Standard relates to ISO 9000 and
ISO 9004 as follows:

— ISO 9000 Quality management systems —
Fundamentals and vocabulary provides essential

background for the proper understanding and
implementation of this International Standard;

— 1SO 9004 Managing for the sustained success of
an organization — A quality management approach

provides guidance for organizations that choose to
progress beyond the requirements of this

International Standard.

Annex B provides details of other International
Standards on quality management and quality
management systems that have been developed by
ISO/TC 176.

This International Standard does not include
requirements specific to other management
systems, such as those for environmental
management, occupational health and safety
management, or financial management.

Sector-specific quality management system
standards based on the requirements of this

BO3MOXHOCTEN co3gaeT OCHOBY A5nA noBbllLeHusA
pe3ynbTatMBHOCTN CUCTEMbI MEHEeIXMEHTa KadecCTBa,

OOCTWXKEHUS YNy4YLLEHHbIX pe3ynbTaToB n
npenoTBpaLeHns HebnaronpuATHbLIX NOCNeaCTBUNA.

BO3MOXHOCTM  MOryT BO3HUKHYTb B  CUTyauuw,
OnaronpuATHOM  ANs AOCTMXKEHUA  HaMe4YeHHOro
pesynbTara, Hanpumep, B COBOKYMHOCTHU
obcToATENLCTB, NO3BOJIAOLLMX opraHmsauuu
npuenekatb noTpedutenen, paspadartbiBaTb HOBYHO
NPOAYKUMIO W YyCNnyru, cokpalwiatb noTepu unm

noBbIWaTb Npon3BoAUTESIbHOCTD. HenctBms no yyeTy
BO3MOXHOCTEN MOTyT TakKXKe BKIH4YaTb pacCMOTpeHue
CBA3aHHbIX Cc HUAMU PUCKOB. Puck saBnsetcsa
nocneacrTtemMemMm HeonpeageneHHocTn, " nobas Takas
HeonpegeneHHoOCTb MOXET WMeTb MNONOoXUTElbHbIe
nnmn otpuuaternbHble MnocneacTBnA. MonoxuntensHoe
OTKJIOHEHUE, BblTEKarLlee n3 pUCKa, MOXeT
npegocTtaBnUTb BO3MOXHOCTb, OHaKo He BCe
nonoXxutenbHble NOCNeACTBMA pPUCKa NpuUBOOAT K
BO3MOXHOCTAM.

0.4 CBfA3b C ApyrMMM cTaHgapTamMu Ha CUCTeMbl
MeHeOXXMeHTa

B HacTosLLEM MexayHapoaHoM CraHpapTe
npuMeHeHa CTpPyKTypa, paspaboTaHHas ISO ans
ynyyLieHus COrnacoBaHHOCTH mMexay ee
MexgyHapoaHeiMn  CTaHgapTamMy  Ha  cUCTEMbI
MeHeaXMeHTa (CM. npunoxeHne A.1).

Hactoswun MexagyHapogHein CTaHgapT no3sonder
opraHusaumMm npUMEHATb MPOLECCHbIM  noaxod B
coyeTaHum ¢ uuknom PDCA v pncK-OpreHTUpOBaHHbIM
MbILLNIEHWEM AN COrNacoBaHWs WKW UHTerpauun ee
CMCTEMbl MeHe)XMeHTa kayecTBa C TpeboBaHUSAMM
APYrux cTaHaapToB Ha CUCTEMbl MEHeDKMEHTa.

Hactoawun MexayHapoaHbein CTaHOapT CBs3aH coO
ctaHgaptamu I1SO 9000 u I1SO 9004 cneaywowmm
ob6pasom:

ISO 9000 «Cucrtembl MeHeOXMeHTa KadecTBa.
OCHOBHbIE MOMNOXEHUS1 N CroOBapb» CO34aeT BaXHYH
OCHOBY ANl Hagnexawlero NoHUMaHuA 1 BHeLpeHUus
HacTodwero MexayHapogHoro CtaHgapTa;

ISO 9004 «MeHemXMeHT Ana  OOCTUXKEHUS
YCTOMYMBOrO Yycnexa opraHusauuu Moaoxon Ha
OCHOBE MeHeXXMeHTa KayecTBa» AdaeT pyKoBOACTBO
opraHusauusamM, CTPEMALLMMCS NPEeB30WTU TpeboBaHUs
HacToswwero MexayHapoaHoro CtaHgapTa.

MpunoxeHne B copepxuT cBedeHWs O Jpyrux
MexgyHapoaHbIx CraHgapTax B obnactu
MeHeO)XXMeHTa KavyecTBa U Ha CUCTEMbl MEeHeIKMeHTa
KayecTBa, koTopble Obinn paspaboTtaHbl ISO/TC 176.

Hactoswun MexgyHapogHbii CTaHgapT He CoaepXuT
KOHKPETHbIX TPeOOBaHUN K APYrMM CUCTEMAM MEHEOX-
MEHTa, TaKMM KaK 3KOMOIMMYECKUA MEHEOKMEHT,
MEeHeKMEHT  MpodbeccMoHanbHOro  340poBbs U
6es3onacHOCTV U PMHAHCOBbLIV MEHEIXKMEHT.

OTpacneBble CTaHOapTbl Ha CUCTEMbl MEHeIKMEeHTa
kayectBa Obinn paspaboTaHbl ANA psida CEKTopoB

iX
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International Standard have been developed for a
number of sectors. Some of these standards
specify additional quality management system
requirements, while others are limited to providing
guidance to the application of this International
Standard within the particular sector.

A matrix showing the correlation between the
clauses of this edition of this International Standard
and the previous edition (ISO 9001:2008) can be
found on the ISO/TC 176/SC 2 open access web
site at: www.iso.org/tc176/sc02/public.
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9KOHOMMKM Ha OCHOBe TpebOoBaHWI HAaCTOSILLEro
MexgyHapogHoro CtaHgapTa. HekoTopble M3 3Tux
CTaHOapToB ycTaHaBnuBawoT [AONONHUTENbHbIE
TpeboBaHNA K cUCTEeMEe MeHemKMeHTa KadecTsa, B TO
BpeMsSl, Kak [Opyrue oOrpaHuM4MBaloTCcA npeaocTas-
NEeHMEM PYKOBOOALUMX YKasaHUiA Mno MPUMEHEHMIO
HacToswero MexgyHapogHoro CTaHaapTa B pamkax
KOHKPETHOW OTpacru.

MaTpuua, nokasbiBatoLLaa Koppensauuo pasgenos
HacToswero MexayHapogHoro CtaHgapTa u ero
npeabiaywero nsganus (ISO 9001:2008), pasmelleHa
B OTKPbITOM gocTyne Ha cante ISO/TC 176/SC 2:
WWwWw.iso.org/tc176/sc02/public.
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ISO 9001:2015

Quality management systems —
Requirements

1 Scope

1.1 General

This International Standard specifies requirements
for a quality management system where an
organization

a) needs to demonstrate its ability to consistently
provide products and services that meet
customer and applicable statutory and
regulatory requirements, and

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

All the requirements of this International Standard
are generic and are intended to be applicable to
any organization, regardless of its type or size, or
the products and services it provides.

NOTE 1 In this International Standard, the terms
“product” or “service” only apply to products and
services intended for, or required by, a customer.

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

CucTteMbl MeHeOXXMeHTa KayecTBa -
TpeboBaHus

1 O6nacTb NnpMMeHeHunA

1.1 O6wKre nonoxeHus

HacTtosawmn MeXayHapoaHbIN cTaHgapTt
yCTaHaBnMBaeT TPeOOBaHUSA K CUCTEME MEHEMKMEHTa
KayecTBa Ans Tex crnyyaes, korga OpraHusauusa

a) HyxgaeTca B [EeMOHCTpauuMM CBOeN CnocoBHOCTM
HEW3MEHHO TMOCTaBMNATb MPOAYKUMIO U yCnyru,
oTBevawlmne  TpeboBaHuaAM notpeburens "
NPYMEHUMBIM 3aKOHOZATEMbHbIM U HOPMAaTUBHbBIM
TpeboBaHusMm, 1

b) HaueneHa Ha noBbiWeHME YAOBNETBOPEHHOCTU
notpebutens nocpeacTBOM pe3ynbTaTMBHOrO
MCMONb30BaHWS TakoW CUCTEMbI, BKIOYasi MPOLIECChI
Ans ynydyweHuss  cucTeMbl U obecnedveHue
cooTBeTCTBUS TpeboBaHMsIM noTpebutens, a Takke
NPUMEHNMbIM  3aKOHOAATENMbHBIM U HOPMAaTUBHBLIM
TpeboBaHusaM.

Bce TpeboBaHua  HacTtodawero MexgyHapogHoro
CraHpgapTa asnaTca obwmmMm 1 npegHasHayeHbl ans
npuMeHeHus B Nobor opraHM3aumm, He3aBUCUMO OT ee
TMna vnu pasmepa, UM NOCTaBMAEMbIX MPOOYKUUU U
YCIyr.

NMPUMEYAHUE 1: B HacTtoawem  MexgyHapoOHOM
cTaHgapTe, TepMuHbl "MpogyKkums" unu «ycriyra» OTHOCATCH
TONbKO K MpoayKuMu U ycrnyram, npegHasHayeHHbIM Ans
notpebutens, unu Tpebyembiv UM.
NMPUMEYMAHUE 2: 3akoHopaTenbHble W
TpeboBaHus MorytT  OblTb  OBGbeaMHEHbI
«HOpMaTUBHO-NpaBoBble TpeboBaHusA».

HOpMaTuBHbIE
TEPMUHOM

2 Normative references

The following documents, in whole or in part, are
normatively referenced in this document and are
indispensable for its application. For dated
references, only the edition cited applies. For
undated references, the latest edition of the
referenced document (including any amendments)
applies.

ISO 9000:2015, Quality management systems —
Fundamentals and vocabulary
3 Terms and definitions

For the purposes of this document, the terms and
definitions given in ISO 9000:2015 apply.

2 HopmaTuBHbIe CCbINKU

Cnegyowime OOKYMEHTbI, MOMHOCTBI WM YaCTUYHO,
ABMNSATCA HOPMaTUBHBLIMW  CCbIIKAMW  Ans  3TOro
OOKyMeHTa 1 obssaTenbHbl ANA UX NpuMeHeHuda. Ons
OaTMPOBaHHbIX CChIJTOK npuMeHsieTcs TOMNbKO
unTMpyemoe msgaHve. [ins ccoinok 6e3 ykasaHusa gatbl
NPUMEHSIETCS  MOCMEAHss  BEpCuMst  CCbIFIOYHOTO
OOKyMeHTa (BKntoyas nobblie N3MEHEHMS).

ISO 9000:2015 - Cucmema mMeHeOXMeHma Kadyecmasa.
OcHoBHbI€e MOIoXeHUs U Crio8apsk.

1.2 NpumeHeHune

[ns uenewn HacTosLLEro 4OKYMEHTa NPUMEHSIOTCS Tep-
MUVHbI 1 onpeaenenus, npueegeHHsle B 1ISO 9000:2015.

4 Context of the organization

4.1 Understanding the organization and its
context

The organization shall determine external and
internal issues that are relevant to its purpose
and its strategic direction and that affect its ability
to achieve the intended result(s) of its quality

4 KOHTEeKCT opraHmsauum

4.1 NMoHnMmaHue opraHu3auum N ee KOHTEKCTa

OpraHnsaums OofkHa OMNpPedennTb  BHELWHWEe W
BHYTPEHHMe dpakTopsl, oTHOCALIMecs K ee
npegHasHa4yeHuto U CTpaTerMyeckomy HarnpaeneHuo U
BNMAOT Ha ee CNocobHOCTb Jocturatb

-1-
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management system.

The organization shall monitor and review
information about these external and internal
issues.

NOTE 1 Issues can include positive and negative factors
or conditions for consideration.

NOTE 2 Understanding the external context can be
facilitated by considering issues arising from legal,
technological, competitive, market, cultural, social and
economic environments, whether international, national,
regional or local.

NOTE 3 Understanding the internal context can be
facilitated by considering issues related to values,
culture, knowledge and performance of the organization.

HameudeHHoro(blx) pesynbTtata(oB) B €e cucteme

MeHe)KMeHTa KavecTBa.

OpraHusaumst OOIpKHa OTcrnexvBatb W OOHOBNSATHL
uHdopmaumo 00 ITUX BHELWHUX W  BHYTPEHHMX
dakTopax.

NMPUMEYAHUE 1: Moryt paccmatpuBaTbCsl NOMNOXUTENbHbIE
1 oTpuLaTenbHble akTopbl UMK YCMOBUS.

NMPUMEYAHUE 2: MNoHMMaHUIO BHELLHEro KOHTEeKCTa MOXEeT
crnocobcTBoBaTh pacCcMOTpeHne (DaKTOpOB, OTHOCALLMXCA K
NpaBoOBOW, TEXHOMOIMYECKOW, KOHKYPEHTHOW, PbIHOYHOW,
KYNbTYpHOW, couManbHOM M 3KOHOMUYECKOW cpedam, Kak Ha
MEeXAYyHapoAHOM, TaKk M Ha HauMOHANbHOM, PEerroHaribHOM
UM MECTHOM YPOBHSIX.

NMPUMEYAHUE 3: T[loHMMaHWIO BHYTPEHHEro KOHTEKCTa
MoXeT cnocobcTeoBaTh paccMoTpeHune dakTopos,
CBA3@HHbIX C  LEHHOCTAMW, KynbTypoW, 3HaHUSMU K
pesynbratamn MyHKLUMOHNPOBAHWNS OpraHn3aLuu.

4.2 Understanding the needs and

expectations of interested parties

Due to their effect or potential effect on the
organization’s ability to consistently provide
products and services that meet customer and
applicable statutory and regulatory requirements,
the organization shall determine:

a) the interested parties that are relevant to the
quality management system;

b) the requirements of these interested parties that
are relevant to the quality management system.

The organization shall monitor and review
information about these interested parties and their
relevant requirements.

4.3 Determining the scope of the quality
management system

The organization shall determine the boundaries
and applicability of the quality management system
to establish its scope.

When determining this scope, the organization
shall consider:

a) the external and internal issues referred to in
4.1,

b) the requirements of relevant interested parties
referred to in 4.2;

¢) the products and services of the organization.

The organization shall apply all the requirements of
this International Standard if they are applicable
within the determined scope of its quality
management system.

The scope of the organization’s quality
management system shall be available and be
maintained as documented information. The scope
shall state the types of products and services
covered, and provide justification for any
requirement of this International Standard that the

4.2 NMoHumaHMe NnoTpebHOCTEeN N OXMAAHUN
3aMHTepeCcOBaHHbIX CTOPOH

B cuny ceoero BNVUSHUSE UM NOTEHLMATBHOTO BRUSIHWSA
Ha CnocoBHOCTb OpraHu3auuy HeM3MEHHO MOCTaBNATb
NPOAYKLMIO U YCIYr, COOTBETCTBYIOLME TPEGOBaHUAM
notpebutens, 3akoHodaTenbHbIM W HOPMATMBHbLIM
TpebGoBaHWAM, OpraHu3auns QoMmkHa onpeaensaTb:

a) 3anHTepecoBaHHbIE CTOPOHbI, KOTOPbLIE UMEOT
OTHOLLIEHME K CUCTEME MEeHeI)KMEeHTa KayecTBa;

b) TpeboBaHMs 3TUX 3aMHTEpPECOBAHHBLIX CTOPOH, OTHO-
csALLMecs K cucteMe MeHea)XMeHTa KavecTsa.

OpFaHVI3aLI,VIFI O0OJDKHa OCyLWeCTBNIATb MOHUTOPUHT U
aHanms VIH(*)OpMaU,I/II/I 006 aTux 3anHTEepeCcoBaHHbIX
CTOpPOHax N X cooTBEeTCTBYHOLLUX TpeGOBaHMﬂX.

4.3 OnpepgeneHue obnactu
cUucTeMbl MeHe4)XKMeHTa KayecTBa

npumMmeHeHuUs

OpraHuzaumst OofmkHa  onpedensaTb  rpaHuupl U
NPUMEHMMOCTb CUCTEMbI MEHe)XMeHTa KayecTBa Ans
TOro, YToObI YCTAHOBUTL €€ 06nacTb NPUMEHEHNS.

Mpu onpegeneHun aToM obnactu, opraHu3auus
JOJKHa paccMaTpuBaTth:

a) BHELWHME W BHYTPEHHUE (aKTopbl, YNOMSHYTble B
4.1;

b) TpeboBaHus COOTBETCTBYIOLINX 3aUHTEPECOBaHHbIX
CTOPOH, YNOMSHYTbIX B 4.2;

C) NpoAYKLMIO "
opraHusaumen.

ycnyru, npeaocrasnsiemble

OpraHuzaumst JoSkHa yunTbiBaTh BCe TpeboBaHusA Ha-
ctosiwero MexayHapogHoro CTaHZapTta, ecnu 3w
TpeboBaHNUA NpUMEHVMbI B Mnpefenax onpeaeneHHown

obnactm npuMeHeHUs €€ cucTemMbl MeHemKMeHTa
KavecTBa.

Ob6nactb  MpUMEHEHUS  CUCTEMbl  MeHeKMeHTa
KayecTBa oOpraHusaumyM pJorkHa ObiTb AOCTynHa K
nogaepXuBaTbCs Kak OOKYMEHTUPOBaHHas
NMHpopmaums. ObnacTb npUMeHeHus OOIMKHA

yKa3bIBaTb Ha OoXBaTbiBaeMble B1ObI I'IpO,D,yKLI,I/II/I n yCJ'IyF
N NpefocTaBnaTb 060CHOBAHWE B OTHOLLUEHMM NOGOro

2.




ISO 9001:2015

organization determines is not

applicable to the scope of its quality management
system.

Conformity to this International Standard may only
be claimed if the requirements determined as not
being applicable do not affect the organization’s
ability or responsibility to ensure the conformity of
its products and services and the enhancement of
customer satisfaction.

4.4 Quality management system and its
processes

4.4.1 The organization shall establish, implement,
maintain and continually improve a quality
management system, including the processes
needed and their interactions, in accordance with
the requirements of this International Standard.
The organization shall determine the processes
needed for the quality management system and
their application throughout the organization, and
shall:

a) determine the inputs required and the outputs
expected from these processes;

b) determine the sequence and interaction of these
processes;

c) determine and apply the criteria and methods
(including monitoring, measurements and
related performance indicators) needed to
ensure the effective operation and control of
these processes;

d) determine the resources needed for these
processes and ensure their availability;

e) assign the responsibilities and authorities for
these processes;

f) address the risks and opportunities as
determined in accordance with the requirements
of 6.1;

g) evaluate these processes and implement any
changes needed to ensure that these processes
achieve their intended results;

h) improve the processes
management system.

and the quality

4.4.2 To the extent necessary, the organization
shall:

a) maintain documented information to support the
operation of its processes;

b) retain  documented information to have
confidence that the processes are being carried
out as planned.
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TpeGoBaHua HacToALLEero MexnayHapoaHoro
CTaHpgapTa, KOTOpOe oOpraHusauusi onpeaenuna Kak
HernpuMeHUMoe K 06racTu NPUMEHEHUs ee CUCTEMBbI
MeHeKMEHTa KayecTsa.

CooTBeTcTBME TpeboBaHUsIM HacTosiLero
MexgyHapogHoro CTaHgapTa MOXeT ObiTb 3asiBNEHO
TONbKO, ecnu TpeboBaHWs, oOnpedenieHHble  Kak
HENPMMEHMMbIE, HE BIMSAKOT Ha CMNOCOBGHOCTbL UMK
OTBETCTBEHHOCTb opraHmsaummn obecneynBaTtb
COOTBETCTBME CBOEWN NPOAYKLMN U YCIYr U NOBbILLEHUE
YOOBMNETBOPEHHOCTU NOTpebutenen.

4.4 CuctemMa MeHeOXMeHTa KayecTtBa M eé
npouecchbl

4.4.1 OpraHu3sauusa gormkHa yctaHaBnmBaTtb, BHEAPATb,
nogaepXkuBaTtb U MOCTOAHHO ynydwaTb CUCTEMY Me-
HeO)KMEHTa  Ka4vecTBa, BKMloMas  HeobxoauMble
npoLeccbl U X B3aUMOAEWCTBMUS, B COOTBETCTBMM C
TpeboBaHusiMn HacToALWEro MexgyHapogHoro
cTaHgaprTa.

OpraHusauns gomkHa onpegenatb nNpouecchl, Heobxo-
OMMble ONA CUCTEMbl MEHEMKMEHTa KayecTBa, U UX
NpPUMEHEHNE B OpraHmn3aunn, a Takke QOSKHa:

a) onpendensaTs TpebyeMble BXxodbl W OXWOaeMble
BbIX0[bl 3TMX MPOLECCOB;
b) onpegenaTb nocrnegoBaTesibHOCTb "

B3anMOAeNCTBUE 3TNX npoLeccoB;

C) onpenenatb U MNPUMEHATb KPUTEPUU U METOAbI
(Bkntovasi MOHUTOPWH, n3mepeHust "
COOTBETCTBYIOLLME nokasaTenu pesynbTaTtoB
OesaTenbHOCTN), Heobxoaummble Ansa obecneyeHust
pe3ynbTaTUBHOIO P YHKUNOHNPOBAHUSA 3TUX
NPOLIECCOB U yrNpaBrneHns UMu;

d) onpenensTb pecypcbl, HeobxoauMble AN 3TUX MPO-
Lieccos, 1 obecneunsaTtb UX AOCTYNHOCTb;

e) pacnpenendatb OTBETCTBEHHOCTU W MNOJIHOMOYUA B
OTHOLUEHUN 3TUX NPOLECCOB;

f) yunTbiBaTb PUCKM U BO3MOXHOCTU B COOTBETCTBUM C
TpeboBaHusiMu pasgena 6.1;

g) oueHuMBaTb 3TWM MpoUecCbl M BHeOpPATb Mobble
M3MeHeHNs, Heobxoanmble Ans obecneyeHns TOro, YTo
NpoLeCChbl JOCTUraOT HAMEYEHHbIX Pe3ynbTaToB;

h) ynyywats npouecchl U CUCTEMY MEHEXKMEHTA Kaye-
cTBa.

4.4.2 OpraHusaums gormkHa B Heo6xoanUMom obbLeme:

a) nogaepxuBaTtb AOKYMEHTUPOBAHHYH MHOPMaUuto
ans obecneyeHns pyHKLNOHMPOBaHWS NMPOLECCOB;

b) coxpaHsaTb AOKYMEHTMPOBaHHYO MHGOpMaLuio And
obecneyeHns yBEPEHHOCTU B TOM, YTO 3TW MPOLLECCHI
BbINOMHSAIOTCS TaK, Kak 3T0 6bIro 3aniaHnpoBaHo.
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5 Leadership

5.1 Leadership and commitment

5.1.1 General

Top management shall demonstrate leadership
and commitment with respect to the quality
management system by:

a) taking accountability for the effectiveness of
the quality management system;

b) ensuring that the quality policy and quality
objectives are established for the quality
management system and are compatible with
the context and strategic direction of the
organization;

c) ensuring the integration of the quality
management system requirements into the
organization’s business processes;

d) promoting the use of the process approach
and risk-based thinking;

e) ensuring that the resources needed for the
quality management system are available;

f) communicating the importance of effective
quality management and of conforming to the
quality management system requirements;

g) ensuring that the quality management system
achieves its intended results;

h) engaging, directing and supporting persons to
contribute to the effectiveness of the quality
management system;

i) promoting improvement;

j) supporting other relevant management roles
to demonstrate their leadership as it applies to
their areas of responsibility.

NOTE. Reference to “business” in this International
Standard can be interpreted broadly to mean those
activities that are core to the purposes of the

5 JlnpepcTBO

5.1 llnpepcTBO N NPUBEPXKEHHOCTb

5.1.1 O6wue nonoxeHus

Bobicwee PykoBOACTBO OOJIKHO AOEMOHCTpPUpoOBaTb
nnoepcTtBo U NpUBEPXKEHHOCTb B OTHOLUEHUN CUCTEMBbI
MeHe)KMeHTa Ka4ecTBa nocpeacTtBOM:

a) NPUHATUA OTBETCTBEHHOCTU 3a pe3ynbTaTUBHOCTb
CUCTEMblI MEHEeXXMEHTa Ka4yeCTBa,

b) obecneuyeHusa Toro, 4To NonuTMKa M Lenun B obnacTtu
KayecTBa [Ans CUCTEMbl MEHEKMeHTa KavecTBa ycTa-
HOBMEHbl U COrnacoBaHbl C KOHTEKCTOM U CO cTpaTe-
MMYECKUM HanpaBfieHWeM Pa3BUTUS OpraHunsaumy;

c) obecneuyeHns TOro, 4to TPebOOBaHUS CUCTEMBI Me-
He)KMeHTa KayecTBa WHTErpuMpoBaHbl B  Gu3Hec-
npoLecchl opraHn3auuu;

d) cogencTemsa MCNONb30BaHUIO NPOLLECCHOrO noaxoga u
PUCK-OPUEHTNPOBAHOIO MblLUNEHUA;

e) obecneveHnss OOCTYMHOCTU PecypcoB, HeobXxoamMbIX
Anga CUCTeMbl MeHe)XXMeHTa Ka4vecTBa,

f) MHOPMMPOBaAHNA O BaXXHOCTU Pe3ynbTaTUBHOIO Me-
HeKMeHTa KayecTBa W COOTBETCTBMS TpeboBaHMSM
CUCTeMbl MEHEKMEHTA KayecTBa;

g) obecneyeHnss OOCTWXKEHUS CUCTEMON MeHemXXMeHTa
Ka4yeCTBa HaMe4Y€eHHbIX pe3yribTaToB;

h) BOBJi€4YeHusA, HanpaslieHNUda U nogaep>xxku pa6OTHI/IKOB
BHOCWUTb CBOW BKSlaj B pe3ynbTaTMBHOCTb CUCTEMbI
MeHe)KMeHTa Ka4vecTBa,

i) coOencTBUS YNyULLEHWIO;

j) noanepXkM Apyrmx COOTBETCTBYIOLLMX PYKOBOOSALLMX
N1y, 4EMOHCTPUPOBATL NMAEPCTBO B CBOMX cdhepax
OTBETCTBEHHOCTW.

NMPUMEYAHWE. TepmuH "GrnsHec" B HacTosLem
MexgyHapogHom CraHgapTe MOXeT WHTepnpeTupoBaTbCA B
LUMPOKOM CMbICNe, 0603Ha4vas Te BuAbl AeATENbLHOCTH, KOTOpbIe

organization’s existence, whether the organization is SBMSIOTCS KITHO4EBbLIMU ans uenen CyLLIeCTBOBaHUA

public, private, for profit or not for profit. opraHusauumn, He3aBMCUMO OT TOro, SABMSAETCA NN OpraHu3auus
rocyfapcTBeHHON, yacTHowm, KOMMEpPYECKON unmn
HEKOMMEPYECKO.

5.1.2 Customer focus 5.1.2 OpueHTauus Ha noTpebuTtens

Top management shall demonstrate leadership | Bbicluee  pykoBOACTBO  [OIDKHO  AEMOHCTPUPOBAaTH

and commitment with respect to customer focus
by ensuring that:

a) customer and applicable statutory and
regulatory requirements are determined,
understood and consistently met;

b) the risks and opportunities that can affect
conformity of products and services and the
ability to enhance customer satisfaction are
determined and addressed;

NMOEepPCTBO U NPUBEPXXEHHOCTb B OTHOLLEHWUU OpueHTaLun
Ha noTpebutens, oGecne4nsas 4YTo:

a) TpeboBaHusA noTpedbuTenen, a Takke MNPUMEHUMbIE
3akoHoaaTeslbHble U HOpMaTUBHbIE NMpaBOBble Tpe6OBaHVIF|
onpepaeneHbl, NOHMMAKTCA N HEU3MEHHO BbIMNONTHAKTCA;

b) pyCKkun 1 BO3MOXHOCTM, KOTOPbIE MOTYT OKa3biBaTb
BNMSIHWE HA COOTBETCTBUE NPOAYKLUUN W YCIYT U Ha
CNocoBHOCTL NOBbILWATL YA0BNETBOPEHHOCTb NOTpe-
GuTeneit, onpeneneHbl U yNpaBnsaloTCs;
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c¢) the focus on enhancing customer satisfaction
is maintained.
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C) nogaepXXmnBaeTca opueHTauuna Ha noBbIilLIEHNE

yOoBNeTBOPEHHOCTH I'IOTpe6MTeJ'IF|.

5.2 Policy
5.2.1 Establishing the quality policy

Top management shall establish, implement
and maintain a quality policy that:

a) is appropriate to the purpose and context of
the organization and supports its strategic
direction;

b) provides a framework for setting quality
objectives;

¢) includes a commitment to satisfy applicable
requirements;

d) includes a commitment to continual
improvement of the quality management
system.

5.2.2 Communicating the quality policy

The quality policy shall:

a) be available and be maintained as
documented information;

b) be communicated, understood and applied
within the organization;

c) be available to relevant interested parties, as
appropriate.

5.2 NonunTtunka B obnactm Kkavyecrtea
5.2.1 PaspaboTka nonuTuKM B o6nacTu Kayectsa

Bbicluee PYKOBOACTBO OOJ1)KHO YCTaHOBUTb, BHEOPUTb U
nogaepXKmeatb NMNOJINTUKY B obnacTtu kadecTBa, KOTOpas:

a) COOTBETCTBYET Ha3HaAYEHMIO U KOHTEKCTY opraHmsaumu,
a Takke noadepxkvBaeT eé cTpaTernyeckoe HamnpasneHue
passuTus;

b) obecneunBaeT ocHOBY Ans MOCTaHOBKM Lenen B 06-
nacTun KayecTBa;

C) BKM4YaeT 00653aTenbCTBO BbINOMHATL MPUMEHUMbIE
TpeboBaHus;

d) BKIoYaeT 0653aTenbCTBO MOCTOSIHHO ynyduwaTtb
CuctemMmy MeHep)KMeHTa KadecTBa.

5.2.2 WHdopmupoBaHMe O nonuTuKe B obGRacTu
KayecTBa

MNonutnka B obnacTtu kKadecTsa AOIMKHA ObITb:

a) OOCTYNHOW 1 NOAAEPXKMNBATLCH KaK JOKYMEHTUPOBaHHas
MHdopMauuns;

b) noBeneHHoO O NnepcoHana, NoOHMMaeMon u
NPUMEHSIEMON B OpraHmn3aumm;

C) D,OCTyFIHOIZ Ana COOTBETCTBYHLWNX 3aUMHTEPECOBAHHbIX
CTOPOH, Nnpun HeobX0AMMOCTH.

5.3 Organizational roles, responsibilities
and authorities

Top management shall ensure that the
responsibilities and authorities for relevant roles
are assigned, communicated and understood
within the organization.

Top management shall assign the responsibility
and authority for:

a) ensuring that the quality management system
conforms to the requirements of this
International Standard,;

b) ensuring that the processes are delivering
their intended outputs;

c) reporting on the performance of the quality
management system and on opportunities for
improvement (see 10.1), in particular to top
management;

d) ensuring the promotion of customer focus
throughout the organization;

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

5.3 Ponn, oTBeTCTBEHHOCTb U NMOJIHOMO4MS B
opraHmsauumu

Bbicllee pyKkOBOACTBO AO/MKHO obecrneuvBaTtb, 4YTOOLI
OTBETCTBEHHOCTU M TMOJIHOMOYNSA ANl COOTBETCTBYHOLLMX
ponen YyCTaHaBNMBaNUCb, [OBOAMNIUCL [0 CBEAEHUS U

NMOHNMalIUCb B OpraHn3auun.
Bbicliee pyKoBOACTBO AO/MHKHO YCTaHaB/IMBATb OTBETCTBEH

HOCTW WM NOSIHOMOYMS Anst:
a) obecneuyeHnss COOTBETCTBMSI CUCTEMbI MEHEPKMEHTa
KavecTBa TpebosaHMAM HacToswero MexayHapoaHoro
CraHpapTa;

b) obecneyeHunss Toro, 4TO NpoLeccsl 4OCTUraloT Hame-
YEHHbIX pe3ynbTaToB;

C) OTYETHOCTU O (PYHKLMOHMPOBAHUN CUCTEMbI MEHEeOX-
MEHTa KayecTBa M O BO3MOXHOCTSX MO ynyuLlleHunio (CM.
10.1), B 4acTHOCTH, BbICLUEMY PYKOBOACTBY;

d) obecnedeHuns pacrnpoCTpaHeHUs OpueHTauMn Ha no-
Tpebutens BHyTPY OpraHu3auuu;

e) obecneyeHns noaaep>KaHUs LENOCTHOCTU CUCTEMbI
MeHeMKMeHTa KayecTBa Npu NAaHUPOBaHUN N BHECEHUU
B Hee U3MeHEeHUN.

6 Planning

6.1 Actions to address risks and
opportunities

6.1.1 When planning for the quality
management system, the organization shall

6 MNnaHupoBaHue

6.1 [leMcTBMA B OTHOLLUEHWUM PUCKOB WU
BO3MOXHOCTEWN

6.1.1 T[lpn nnmaHMpoOBaHWM CUCTEMbI MEHedXMeHTa
KayecTBa opraHusaumsa JormKHa paccmaTpusaTh akTophl,
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consider the issues referred to in 4.1 and the
requirements referred to in 4.2 and determine
the risks and opportunities that need to be
addressed to:

a) give assurance that the quality management
system can achieve its intended result(s);

b) enhance desirable effects;

c) prevent, or reduce, undesired effects;

d) achieve improvement.

6.1.2 The organization shall plan:

a) actions to address these risks and
opportunities;

b) how to:
1) integrate and implement the actions
into its quality management system
processes (see 4.4);

2) evaluate the effectiveness of these
actions.

Actions taken to address risks and opportunities
shall be proportionate to the potential impact on
the conformity of products and services.

NOTE 1 Options to address risks can include
avoiding risk, taking risk in order to pursue an
opportunity, eliminating the risk source,
changing the likelihood or consequences,
sharing the risk, or retaining risk by informed
decision.

NOTE 2 Opportunities can lead to the adoption
of new practices, launching new products,
opening new markets, addressing new
customers, building partnerships, using new
technology and other desirable and viable
possibilities to address the organization’s or its
customers’ needs.
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yrnomsiHyTble B 4.1, TpeboBaHusa B n.4.2 n onpemensitb
PUCKA M BO3MOXHOCTW, MO KOTOPbIM Heobxogumo
NPUHMMaTb AENCTBUS:

a) obecneumBaTtb, YTO CUCTEMA MEHEMKMEHTa KayecTBa
MOXET A0CTUIraTb CBOMX HAaMEYEHHbIX pe3yfbTaToB;

b) ycunueatb xenaemble achdeKTbi;

C) npeaoTepalliat™e WKW CHUXATb  HEXENATEJIbHbIE

nocneacTeums,
d) pocturaTb yny4leHums.

6.1.2 OpraHusaums gormKkHa NITaHMPOBaThb:
a) OenCcTBUS NO 3TUM PUCKAM U BO3MOXHOCTSM;

b) kaknm obpaszom:
1) wHTerpmpoBaTb M BHeOPWUTb 3TW OEWCTBUS B
MpOoLECChl CUCTEMblI MEHEKMEHTa kadecTsa (CM.
4.4);
2) oueHvBaTb pe3ynbTaTUBHOCTb 3TUX AENCTBUN.

Oenctena, npeanpuHATbIE B OTHOLEHMW PUCKOB U
BO3MOXHOCTEWN, OOIDKHbI ObITb copasMepHsbl
NnoTeHUManbHOMy BO3AENCTBMIO HAa COOTBETCTBUE NPOAYK-
LN 1 yCnyr.

NMPUMEYAHUE 1. Bo3aMoXxHble OEWCTBUSI B OTHOLUEHUMU
PUCKOB MOryT BKNOYaTb u3bexaHue pucka, MpuHATUE
pucka [nns  peanu3auuMm  BO3MOXHOCTM, UCKIMOYEHue
WUCTOYHMKA  pPUCKA, W3MEHEHWE  BEPOATHOCTU  Wnun
NnocrneacTBUIA, pa3geneHne pucka Unmn coxpaHeHue pucka
Ha OCHOBE OOOCHOBAHHOIO PELUEHMS.

MPUMEYAHUE 2. Bo3MOXHOCTM MOryT npuBOaAUTb K
MPUHATUIO HOBLIX MPAaKTWUK, 3anycKy HOBbIX MPOAYKTOB,
OTKPbITUIO  HOBBbIX  PbIHKOB,  MPUBMEYEHMIO  HOBbIX
KNNEHTOB,  MOCTPOEHUID  MapTHEPCKUX  OTHOLUEHWN,
MCMNOMb30BaHNIO HOBbBIX TEXHOSMOMMI U OPYIUX XKeraemblx
N KM3HecnocobHbIX BO3MOXHOCTEN [Anis  agpecaumm
noTpebHOCTEN opraHnsaunm nnu eé notTpedutenen.

6.2 Quality objectives and planning to
achieve them

6.2.1 The organization shall establish quality
objectives at relevant functions, levels and
processes needed for the quality management
system.

The quality objectives shall:

a) be consistent with the quality policy;

b) be measurable;

c) take into account applicable requirements;

d) be relevant to conformity of products and
services and to enhancement of customer
satisfaction;

e) be monitored;

f) be communicated;
g) be updated as appropriate.

The organization shall maintain documented
information on the quality objectives.

6.2 Llenn B obnactn KayectBa M nNiaHupoBaHue
UX OOCTUNXKEeHUA

6.2.1 OpraHunsaumss [oSbKkHa yCTaHaBnuBaTb Lenn B
obrnactun kayecTBa [Ansi COOTBETCTBYHOLUNX (DYHKLUA,
YPOBHEM W MNpOLECcCOoB, HeobXoOUMbIX AFS CUCTEMBI
MeHe)KMeHTa KayecTBa.

Llenn B o6nactu kayectsa AOMKHbI:

a) ObITb cOrnacoBaHHbIMU C NOSIUTUKON B 06nacTu
Ka4yecCcTBa;

b) 6bITb M3MepUMbIMY;

C) y4uMTbIBaTb MPUMEHNMbIE TpeboBaHMS;
d) ObITb NOAXOOAWMMN AN COOTBETCTBUS NPOSYKLUN U
YCIyr 1 NOBBLILEHUS YOOBNETBOPEHHOCTU NOTpebuTens;

€) noanexatb MOHUTOPUHTY;
f) ObITb LOBEAEHDBI 4O NEpPCOHana;
g) obHOBNATLCA, NPU HEO6XOANMOCTH.

OpraHusauust 4OImKHa NoaaepXKnBaTh JOKYMEHTUPOBaH-
HYt0 MHdOPMaLMIO O Liensx B 06nacTu kayecTsa.
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6.2.2 When planning how to achieve its quality
objectives, the organization shall determine:

a) what will be done;
b) what resources will be required;

¢) who will be responsible;
d) when it will be completed,;
e) how the results will be evaluated.

6.3 Planning of changes

When the organization determines the need for
changes to the quality management system, the
changes shall be carried out in a planned
manner (see 4.4).

The organization shall consider:

a) the purpose of the changes and their
potential consequences;

b) the integrity of the quality management
system;

¢) the availability of resources;

d) the allocation or reallocation of
responsibilities and authorities.
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6.2.2 Npu NnaHMpOoBaHUN JOCTUXKEHUS Lienen B obrnactu
KayecTBa, opraHmM3auuns 4ohkHa onpeaenuTb:

a) YTO AOIMKHO ObITb CAENAaHO;
b) kakne pecypcel notpebytoTcs;

C) KTO ByaeT OTBETCTBEHHbIM;

d) korga aTo 6ygeT 3aBepLUEHO;
€) kakum obpasom OyayT oLeHMBATbLCS pe3ynbTaThl.

6.3 NMnaHupoBaHNe N3MeHeHUN

Koroa opraHusauusi BbisiBNSieT HE06X0OUMOCTb U3MeHe-
HUA B CUCTEME MeHeIKMeHTa KadecTBa, 3T U3MEeHeHUd
OOMKHbI OCYLLECTBIATLCS B NIaHOBOM nopsigke (cm. 4.4).

OpraHusauus JomkHa paccMaTpueaTh:

a) HasHayeHne M3MEHEeHMI U UX MoTeHuuanbHble Mo-
cneacTBus;

b) LeNoCTHOCTbL CUCTEMBI MEHE)KMEHTA Ka4eCTBa;

C) AOCTYMHOCTb PECYPCOB;

d) pacnpegeneHue nnun nepepacnpegeneHne oTBETCTBEH-
HOCTEWN 1 MOFTHOMOYMUA.

7 Support
7.1 Resources
7.1.1 General

The organization shall determine and
provide the resources needed for the
establishment, implementation, maintenance
and continual improvement of the quality
management system.

The organization shall consider:

a) the capabilities of, and constraints on,
existing internal resources;

b) what needs to be obtained from external
providers.

7.1.2 People

The organization shall determine and provide
the persons necessary for the effective
implementation of its quality management
system and for the operation and control of its
processes.

7.1.3 Infrastructure

The organization shall determine, provide and
maintain the infrastructure necessary for the
operation of its processes and to achieve
conformity of products and services.

NOTE Infrastructure can include:
a) buildings and associated utilities;
b) equipment, including hardware and
software;

c) transportation resources;

d) information and communication technology.

7 ObecneueHue
7.1 Pecypcbl

7.1.1 O6yMe NonoXKeHus

OpraHuzauua pgomkHa onpegenate u  obecneymBatb
pecypcbl, Heobxogumble Ons pa3paboTku, BHeOpeHus,
nogaepXaHust U MOCTOSHHOMO YIydlleHUst CUCTEMbI Me-
He>KMeHTa KadecTBa.

OpraHu3auums 4oShkHa paccMaTpuBaTh:

a) BO3MOXHOCTM U OrpaHUYeHns Ha CylllecTByoLme
BHYTPEHHME PECypChl;

b) To, 4TOHeo6GX0AUMO Mory4YaThb OT BHELLHUX
MOCTaBLLIMKOB.

7.1.2 NMepcoHan

OpraHusauusa gomkHa onpeaenuts M obecneynTb Hanw-
YyvMe nepcoHana, HeoGXOAMMOro Afsi pe3yrnbTaTUBHOMO
BHEAPEHNS CUCTEMbl MEHEKMEHTa KayecTBa M [Anis
(PYHKLMOHMPOBAHNSA 1 yNpaBeHns e€ npoLeccamu.

7.1.3 UHdpacTpykTypa

OpraHusauus gorxkHa onpefensite, obecneynBatb WU
nogaepxveatb B paboyeM COCTOSIHAM MHPPACTPYKTypy
ANS BbINOMHEHNSA ee MPOLIeCCOB C LEeNblo JOCTMXKEHUS
COOTBETCTBUSI MPOAYKLNM U YCIIyT.

NMPUMEYAHUE. NHdpacTpyKkTypa MOXeT BKIoYaTh:
a) 34aHus 1 COOTBETCTBYIOLLME CUCTEMBI;

b) o6opynoBaHue, Bktoyas annapaTHOE U NporpammHoe
obecneyeHue;
C) TpaHcnopT;
d) nHOpMaLMOHHbIE Y KOMMYHUKALMOHHbBIE TEXHONOTUMN.
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7.1.4 Environment for the operation of
processes

The organization shall determine, provide and
maintain the environment necessary for the
operation of its processes and to achieve
conformity of products and services.

NOTE. A suitable environment can be a
combination of human and physical factors,
such as:

a) social (e.g. non-discriminatory, calm, non-
confrontational);

b) psychological (e.g. stress-reducing, burnout
prevention, emotionally protective);

c) physical (e.g. temperature, heat, humidity,
light, airflow, hygiene, noise).

These factors can differ substantially
depending on the products and services
provided.

7.1.5 Monitoring and measuring resources
7.1.5.1 General

The organization shall determine and provide
the resources needed to ensure valid and
reliable results when monitoring or measuring is
used to verify the conformity of products and
services to requirements.

The organization shall ensure that the resources
provided:

a) are suitable for the specific type of monitoring
and measurement activities being undertaken;

b) are maintained to ensure their continuing
fitness for their purpose.

The organization shall retain appropriate
documented information as evidence of fithess
for purpose of the monitoring and measurement
resources.

7.1.5.2 Measurement traceability

When  measurement traceabilty is a
requirement, or is considered by the
organization to be an essential part of providing
confidence in the validity of measurement
results, measuring equipment shall be:

a) calibrated or verified, or both, at specified
intervals, or prior to use, against measurement
standards traceable to international or national
measurement standards; when no such
standards exist, the basis used for calibration or
verification shall be retained as documented
information;

b) identified in order to determine their status;
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7.1.4 Cpena AnA BbINOJSIHEHUA NPOLIECCOB

OpraHu3auus OomkHa onpeaensaTb, obecneynBaTtb U Noa-
AepxuBaTb B paboyeM COCTOSIHUM cpeay, Heo6xoaumyto
ANS BbINOMHEHNSA NPOLECCOB 1 AOCTMXKEHUS COOTBETCT-
BWSI NPOAYKLMW U YCIYT.

NMPUMMEYAHUE. MNopxogsawas
npeactaBnsate cobol  codeTaHue
dm3anyeckmx bakTopoB, TakuX Kak:

cpena MOXeT
YerioBe4YeCknx wun

a) coumanbHble (HanpuMep, OTCYTCTBUE AUCKPUMUHALNM,
crnokoncTeune, 6eCKOHGMMUKTHOCTD);

b) ncuxonornyeckne (Hanpumep, CHWXEHUE YPOBHS

cTpecca, npegoTBpalleHve nepeyToMneHuns,
3MoUMOHanbHas 3awmTa);
C) wmsunyeckme (Hanpumep, TemnepaTypa, TennoBOW

MOTOK, BIAXHOCTb,
rmrueHa, wym).

ocBelleHne, BO3ayLIHblIe TOTOKH,

3TN hakTopbl MOTyT CYLWECTBEHHO OTNMYaTbCH B
3aBMCUMOCTU OT NPOAYKLUN N OKa3bIBAEMbIX YCITYT.

7.1.5 Pecypcbl Anst MOHUTOPUHIa u U3MepeHun
7.1.5.1 O6Lwwue NnonoxeHns

OpraHuzauua OomkHa onpeaenatb W MNpeaocTaBnsATh
pecypchbl, HeobxoauMble ans obecneyeHust
[JOCTOBEPHbIX W HadeXHbIX pesynbTaTtoB B Crydyasx,
Korga MOHMWTOPUHT WAN U3MEPEHUS WCMOMb3YOTCA ONs

BepudMKaLMM  COOTBETCTBUS  MPOOYKUMM U ycnyr
TpeboBaHusIM.
OpraHusauus OOMmKHa obecneumBaTb, YTOObI

npegocrtaeiidemMbie peCypcChbl:

a) ObINM NPUrogHblI AN KOHKPETHOro Tuna npeanpu-
HUMaeMbIX JENCTBUN MO MOHUTOPUHTY U U3MEPEHWNIO;

b) noggepXxmnBanucb and obecneyeHnsi NOCTOSAHHOIO
COOTBETCTBUA X HA3HAYEHUIO.

OpFaHVI3aLI,VIF| OOJDKHa COXpaHATb COOTBETCTBYHOLLYHO
OOKYMEHTUPOBAHHYHO I/IH(bOpMaLI,VIlO B Ka4vyecTtBe
cBuaeTenbCTB COOTBETCTBUA pecypCcoB OJId MOHUTOPUHIa
N N3aMepeHna nx HasHa4yeHuto.

7.1.5.2 NMpocnexnBaemMoCTb U3MepPeHUn

B Tex cny4asix, Korga npocnexxmBaeMoCcTb U3mMepeHui

asnsaetca  TpeboBaHvem  unu paccmaTtpuBaeTcs
opraHusauveii B KayecTBe CYLIECTBEHHOM 4acTu
obecneyeHus yBEPEHHOCTU B [I0CTOBEPHOCTM

pe3ynbTaToB U3MEPEHUS, U3MepUTENbHOE 0b6opyaoBaHNe
JOMKHO ObITh:

a) noBepeHO W/MNM KanubpoBaHO C YCTAHOBIIEHHOM
NepuoamyHOCTbIO  WNW  nepes  ero  NpUMEHEHVEM
NMOCPEACTBOM 3TaNOHOB, MPOCMNEeXMUBaeMblX A0 MeXAyHa-
POAHLIX WM HauMOHaNbHbIX 3TanoHoB. [lpy oTCyTCTBMM
Takmx aTanoHoB 6asa, ucnonb3oBaHHas AN Kanubposku
W NOBEPKM, AOIMKHA COXPaHATbCA B BMAE OOKYMEHTUPO-
BaHHOMN UHOpMaLnu;

b) M,El,eHTVI(bVILI,I/IPOBaHO B LeNAX yCTaHOBNEHNA UX CTaTyCa,
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c) safeguarded from adjustments, damage or
deterioration that would invalidate the calibration
status and subsequent measurement results.

The organization shall determine if the validity of
previous measurement results has been
adversely affected when measuring equipment
is found to be unfit for its intended purpose, and
shall take appropriate action as necessary.

7.1.6 Organizational knowledge

The organization shall determine the knowledge
necessary for the operation of its processes and
to achieve conformity of products and services.

This knowledge shall be maintained and be
made available to the extent necessary.

When addressing changing needs and trends,
the organization shall consider its current
knowledge and determine how to acquire or
access any necessary additional knowledge and
required updates.

NOTE 1. Organizational knowledge is
knowledge specific to the organization; it is
generally gained by experience. It is information
that is used and shared to achieve the
organization’s objectives.

NOTE 2. Organizational knowledge can be
based on:

a) internal sources (e.g. intellectual property;
knowledge gained from experience; lessons
learned from failures and successful projects;

capturing and sharing undocumented
knowledge and experience; the results of
improvements in processes, products and
services);

b) external sources ( e.g. standards; academia;
conferences; gathering knowledge from
customers or external providers).

© HeodmumanbHbin nepesoa Bureau Veritas Certification Rus. Bepcusi 01.02.2016

C) 3alULLEHO OT PEryNMPOBOK, NMOBPEXAEHNI UNWN YXYA-
LLUEHUsI COCTOSIHWSA, KOTopble caenanu 6bl HegencTBu-

TENbHbIMWM  CcTaTyCc  KanubpoBkM M MnocnegyoLume
pe3ynbTaTbl U3MepEeHNS.

OpraHusaums  JOfKHa  OMpedensitb  NPaBOMOYHOCTb
npeabiayLwmx pe3ynbTaToB N3MepeHUi, korga
BbISIBMISiIETCH,  4TO  M3MepuTenbHoe obopygoBaHue
HENnpPUrogHo Ans ero HaMeYeHHOro MPUMEHEHMs, W, Mpu
HeobXxo4MMOoCTH, OorkHa npeanpuHMmaTb

COOTBETCTBYHOLLEE IENCTBME.
7.1.6 3HaHuA opraHM3auumn

OpraHusauus gomkHa onpenenstb 3HaHus, Heobxogu-

Mble AN OYHKUMOHMPOBAHUS eé npoLeccoB U Ans [o-
CTWKEHUSI COOTBETCTBUSA NPOAYKLIMN U YCIYT.

Heobxogumo obecneumBatb NOAAepXKaHWE 3TUX 3HAHWUN U
MX OOCTYMHOCTb B HEOOX0aNMMOM 06BbeEME.

Mpn yyeTe u3MeHsOWMXCAa NOTPeOHOCTEN U TEH-
OeHUMn, opraHmsaumsi LOfbKHa paccmaTpyBaTb CBOM
umerLmecs 3HaHuMs W onpefensaTb, Kakum obpasom
npuobpetate uNU nonyyaTb AOCTYN K HeEOOGXOAMMbIM
OOMONTHUTENbHbLIM 3HaHVAM " TpebytoLmmcs
OBHOBIEHNSAM.

MPUMEYAHUE 1. 3HaHua opraHuMsaummM 9TO 3HaHMWS,

cneuncdunyHble  ONsi OpraHu3auun;  OHW  OBbIYHO
npuobpeTaoTcsl Ha OCHOBe oOnblTa. 3HaHUs — 370
nHdopmaums,  KoTopas  MCNOMb3yeTcsd W KOTOpOW

oOMeHMBalTCA ANa JOCTMKEHUS Lienen opraHnusauum.

MPUMEYAHME 2. OcHoBOW 3HaHWU opraHu3auum moryT

ObITb:
a) BHYTPEHHUE WCTOYHUKN (Hanpumep,
WHTENMeKTyanbHas  COOCTBEHHOCTb,  3HaHMs,
nonyyYeHHble U3 OMbiTa; YPOKW, U3BIIEYEHHbIE U3
HeydayHblIX WKW YCMELWHbIX MPOEKTOB; cbop u
OOMeH HEeOOKYMEHTUPOBAHHBbIMU  3HAHUAMU W
ONbITOM; pe3ynbTaTbl YMyylWEHUA MNPOLIECCOB,
NPOAYKUMN U yCIIyr);
b) BHeWwHWe WCTOYHMKM (Hanpumep, cCTaHOapTbl;
akageMuyeckne usgaHus; KOHEPEHUUN; 3HaHWS,
nonyyYyeHHble OT noTpebuTenerl U  BHELUHUX
NMOCTaBLLMNKOB).

7.2 Competence

The organization shall:

a) determine the necessary competence of
person(s) doing work under its control that
affects the performance and effectiveness of the
quality management system;

b) ensure that these persons are competent on
the basis of appropriate education, training, or
experience;

c) where applicable, take actions to acquire

the necessary competence, and evaluate the
effectiveness of the actions taken;

d) retain appropriate documented information as
evidence of competence.

7.2 KomneTeHTHOCTb

OpraHusauus 4omkHa:

a) onpedensitb HEOOXOANMYK KOMMETEHTHOCTb MEPCOHa-
na, BbINOMNHSOWero paboTty nog ee ynpaBneHUEM, KOTO-
paa okKa3blBaeT BIIUAHUE Ha pe3ynbTaTbl 4EATENTbHOCTU U
pe3ynbTaTMBHOCTb CUCTEMbI MEHE)KMEHTA Ka4eCTBa,

b) obecneunBatb, YTO 3TV NMLA KOMMNETEHTHbI Ha OCHOBE
COOTBETCTBYIOLLEro 06pasoBaHuns, 06y4eHns Unm onbITa;

C) rge npuUMEeHVMMO, nNpeanpuHUMaTtb OEWCTBUS Ong
npuobpeteHmss  HeOGXOAMMOW  KOMMETEHTHOCTU U
oueHuBaTb pe3ynbTaTMBHOCTb NPeanpUHATLIX Mep;

d) coxpaHaTb COOTBETCTBYIOLLYH JOKYMEHTUPOBAHHYIO
nHdOpMaLMIO B KaYeCTBE CBMOETENbCTB KOMNETEHTHOCTMY.
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NOTE. Applicable actions can include, for example,
the provision of training to, the mentoring of, or the
reassignment of currently employed persons; or the
hiring or contracting of competent persons.
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NMPUMEYAHUE. MpumeHMBble
Hanpumep, npegocTaBreHne oOyyeHWsl, HAaCTaBHMYECTBO WK
nepepacnpegerneHme  06A3aHHOCTEA  cpean  MMeloLLerocs
nepcoHana, NnMbo Tpy4oyCTPOMCTBO MM 3aKI0YeHVe JOrOBOPOB C
KOMMETEHTHBLIMU JIULIAMMU.

Mepbl MOryT BKNOYaThb,

7.3 Awareness

The organization shall ensure that persons
doing work under the organization’s control are
aware of:

a) the quality policy;

b) relevant quality objectives;

c) their contribution to the effectiveness of the
guality management system, including the
benefits of improved performance;

d) the implications of not conforming with the
quality management system requirements.

7.3 OcBegoMneHHoCTb

OpraHuzauusa gomkHa obecneymBaTtb, 4TOObl MepcoHan,
BbINONHAWWMA paboTy Noa ynpasreHWeMm opraHu3auuu,
OblN1 oCBEOMIIEH O

a) nonnTMkKe B 06racTu Ka4ecTBa;
b) cooTBeTCTBYIOWMX LIENsX B 06nacTu kKavyecTBa;

C) CBOEM BKnage B pPe3yNibTaTUBHOCTb CUCTEMbI MEHEeX-
MEeHTa Ka4decCTBa, BKI4yaa npemmMmyuiectea OT yny4dlleHna
pe3ynbTaTtoB OeATEeIbHOCTU;

d) nocneacTBMUsIX HECOOTBETCTBUN Tpe6OBaHI/IFIM CUCTEMBbI

MeHea)XXMeHTa Ka4ecTBa.

7.4 Communication

The organization shall determine the internal
and external communications relevant to the
quality management system, including:

a) on what it will communicate;

b) when to communicate;

¢) with whom to communicate;
d) how to communicate;
e) who communicates.

7.4 KoMMyHuKaummu

OpraHusauust JOJPKHa onpeaenvTb BHYTPEHHWE U BHELL-
HMNE KOMMYHUKaLMK, CYLLEeCTBEHHble ANns (OYHKLUMOHUPO-
BaHUSA CUCTEMbI MEHE)KMEHTA KayecTBa, BKIoYasi:

a) npeaMeT MHPOPMUPOBaHNUS;

b) korga obmeHnBaTbCca MHOPMaLUnen;

C) Bpems MHOPMUPOBaHNS;

d) cnocob nHdopmMmnpoBaHus;

€) KTO uHcopmupyer.

7.5 Documented information

7.5.1 General

The organization’s quality management system
shall include:

a) documented information required by this
International Standard;

b) documented information determined by the
organization as being necessary for the
effectiveness of the quality management
system.

NOTE. The extent of documented information for a
quality management system can differ from one
organization to another due to:

— the size of organization and its type of activities,
processes, products and services;
— the complexity of processes and their interactions;

— the competence of persons.
7.5.2 Creating and updating

When creating and updating documented
information, the organization shall ensure
appropriate:

a) identification and description (e.g. a title,
date, author, or reference number);

b) format (e.g. language, software version,
graphics) and media (e.g. paper, electronic);

7.5 okymeHTUpoBaHHasA uHdopmalus

7.5.1 O6LwKMe NonoxeHns

Cuctema MeHemXMeHTa KavyecTBa opraHuM3auum OOIbKHa
BKIHOYaTh:!

a) OOKYMEHTMPOBaHHy WMHdopmauumio, Tpebyemyto Ha-

cToswmM MexayHapoaHbIM CTaH4apTOM;

b) ApokymeHTMpoBaHHYO WHMOPMaUMIo, onpedeneHHyo
opraHu3aumen kak Heobxogumyo Ans  obecneyeHus
pe3ynbTaTMBHOCTU CUCTEMbI MEHE)KMEHTA KayecTBa.

NMPUMEYAHME. O6bem OOKyMEHTMPOBaHHOW MHOpMaLnn
ANs CUCTEMbl MEHEOXXMEHTa KavyecTBa MOXeEeT OTimyaTbcs B
pasHbIX OpraHn3aumnsax B cuny:

— pasmepa opraHv3auuu 1 Buga eé AeaTenbHOCTH,
NPOLLECCOB, NPOAYKLMMN U YCIyT;
— CIOXHOCTU MPOLIECCOB 1 UX B3aNUMOEWCTBUS;

— KOMNEeTEeHTHOCTU nepcoHana.

7.5.2 Co3paHue 1 akTyanusauus

Mpu co3gaHuMm n akTyanusaumm JOKYMEHTMPOBAHHOW WH-
dhopmaummn opraHmsauust gomkHa obecnevnmTb COOTBETCT-
BYylOLLME:

a) nageHTndmKaunio u onnucaHue (Hanpumep, 3arosloBOK,
Aara, aBTop WUIn CCbINTOYHbIN HOMED);

b) dopmat (Hanpumep, A3bIK, BEPCUS NPOrPaMMHOro
obecneyeHus, rpadmkun) n HocuTens (Hanpumep, Oy-
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c) review and approval for suitability and
adequacy.

7.5.3 Control of documented information

7.5.3.1 Documented information required by the
quality management system and by this
International

Standard shall be controlled to ensure:

a) it is available and suitable for use, where and
when it is needed;

b) it is adequately protected (e.g. from loss of
confidentiality, improper use, or loss of integrity).

7.5.3.2 For the control of documented
information, the organization shall address the
following activities, as applicable:

a) distribution, access, retrieval and use;

b) storage and preservation, including
preservation of legibility;

c¢) control of changes (e.g. version control);

d) retention and disposition.

Documented information of external origin
determined by the organization to be necessary
for the planning and operation of the quality
management system shall be identified as
appropriate, and be controlled.

Documented information retained as evidence
of conformity shall be protected from unintended
alterations.

NOTE. Access can imply a decision regarding the
permission to view the documented information only,
or the permission and authority to view and change
the documented information.

© HeodmumanbHbin nepesoa Bureau Veritas Certification Rus. Bepcusi 01.02.2016

Ma>KHbI, ANEKTPOHHbIN BUA);

C) aHanna n yreepxaeHme ¢ TO4KM 3peHuna npurogHocTu
n aaeKkBaTHOCTMW.

7.5.3 YnpaBneHue [OKYMeHTUpPOBaHHOW UHdoOp-
mauuen

7.5.3.1 [okymeHTMpoBaHHaa MHdopmauus, Tpebyemas
CUCTEMOWN MEHeIKMeHTa KavyecTBa M HacToAwmMm Mexay
HapoAHbIM CTaHOAPTOM, AOIMKHA HAXO4WUTbCS MOA yrpaB
neHvem ansi obecneyeHnst Toro, 4To OHa:

a) OOCTynHa M NpuUrogHa ans NpUMeHeHnst Tam, rae u
Korga oHa Heobxoguma;

b) apekBaTHO 3awmweHa (Hanpumep, OT MNOTepU
KOHDMAEHUMANbHOCTY, HEHaanexallero MCcnosb3oBaHus
U1 NOTEPU LENOCTHOCTN).

7.5.3.2 Ons  ynpaBneHnss  AOKYMEHTUPOBAHHOWM
WHpopMaLmen opraHusaumsi [[OIbKHA  OCYLLEeCTBMATb
cnegyoLime 4EeNCTBUSA, HACKOMbKO 3TO MPUMEHMMO:

a) paccblinky, obecneyeHune goctyna, NOUcK u
npuMeHeHwue;

b) xpaHeHve BKMOYas

pas3bopumBoCTH;

3awuTy, coxpaHeHue

C) ynpaBrieHne n3aMeHeH1sAMU (Hanpumep, KOHTPOSb
BEpCui);

d) ycTaHOBNEHVe CPOKOB XpaHeHNs U nopsaaka
YHUYTOXEHUS.

[okymeHTUpoBaHHas MHGOpMaLMS BHELLIHENO MPOUCXOX-
OeHUs, onpefeneHHas opraHMsaumen kak Heobxoammast
ANS NnaHUpPoBaHWS U PYHKLMOHNPOBAaHNS CUCTEMbI MEHe-
IKMeHTa KadecTBa, OOJKHA ObITb COOTBETCTBYIOLLNM
o06pa3omM naeHTUdULMpoBaHa u HaxoaUTbCS Noj
ynpaeneHmem.

[lokymeHTMpoBaHHas  MHOpmauns, coxpaHsemas B
KadyecTBe [oKas3aTenbCTBa COOTBETCTBUS, AOSMKHA ObITb
3awmileHa oT HenpeayMblLUEeHHbIX U3MEHEHWA.

NMPUMEYAHUE. [octyn moxeT noapasymeBaTb paspelleHue
TONMbKO Ansi MNPOCMOTPa LOKYMEHTMPOBAHHOW MHopMauum
UNU paspelleHns M MNONIHOMOYMSA MpOoCMaTpuBaTb M BHOCUTH
M3MEHEHUSI B AOKYMEHTMPOBAHHYK UHOPMALIMIO.

8 Operation

8.1 Operational planning and control

The organization shall plan, implement and
control the processes (see 4.4) needed to meet
the requirements for the provision of products
and services, and to implement the actions
determined in Clause 6, by:

a) determining the requirements for the products
and services;

b) establishing criteria for:

1) the processes;

2) the acceptance of products and
services;
¢) determining the resources needed to achieve
conformity to the product and service

8 PyHKUMOHUpPOBaHUe

8.1 OnepaunoHHOe NNnaHMpoBaHUe U ynpaBrieHue

OpraHuszauua [ormkHa nnaHupoBaTb, BHeOPATb WU
ynpaensaTb npoueccamu (cMm. 4.4), HeobxogumbiMu Ons
obecneyeHnss COOTBETCTBUS TPebOOBaHWSIM K MoCTaBKe
npoaykuum w1 ycnyr, W  BbINOMHATbL  OEWCTBUSA,
onpegeneHHble B pasgene 6.1, nocpeacTBOM:

a) onpeaeneHusi TpeboBaHUM K NPOAYKLUUN U yCryram;

b) yctaHoBReHus kputepues ons:
1) npoueccos;
2) NpUEMKU NPOSYKLMU U YCIYT;

C) onpepgeneHusl pecypcoB, HeoBXoaNMbIX AN AOCTUXeE-
HUS COOTBETCTBUS TPEGOBAHUAM K NMPOAYKLUM U yCryram;

-11 -




ISO 9001:2015

requirements;

d) implementing control of the processes in
accordance with the criteria;

e) determining, maintaining and retaining
documented information to the extent
necessary:

1) to have confidence that the
processes have been carried out as
planned;

2) to demonstrate the conformity of
products and services to their
requirements.

NOTE «Keeping» implies both the maintaining and
the retaining of documented information.

The output of this planning shall be suitable for
the organization’s operations.

The organization shall control planned changes
and review the consequences of unintended
changes, taking action to mitigate any adverse
effects, as necessary.

The organization shall ensure that outsourced
processes are controlled (see 8.4).
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d) ynpaeneHus npoLeccamv B COOTBETCTBUM C
KpUTEPUSIMU;

€) onpeeneHns U COXpaHeHUst JOKYMEHTUPOBAHHON WH-
dopmauum B ob6beme, Heobxoanmom ans:

1) obGecneyeHnst yBEPEHHOCTW, YTO MPOLECCHI
OCYLLECTBIISANUCH, Kak OblNo 3anaHnpoBaHo;

2) OEeMOHCTpauun COOTBETCTBMS MPOOYKUMU W
ycnyr TpeboBaHusIM.

NMPUMEYAHME. «CoxpaHeHne» noppasymeBaeT Kak
nogaepXaHue, Tak U COXpaHeHNe JOKYMEHTUPOBAHHOM
nHopMaLmK.

PesynbTtaTt nogobHOro nnaHMpoBaHusl OOmMKeH ObITb Npu-
rogeH Anga onepaumoHHON 4eATeNbHOCTN B OpraHm3aumu.

OpraHu3auusi JOImKHa yNpaBnsaTb 3anfiaHMpoBaHHbIMU
N3MEHEHWNSIMU 1 aHanM3MpoBaTb NOCneacTBUSA
HenpeaHaMepeHHbIX U3MEHEHWUA, NPUHUMAA Mepbl Ans
CHWKEHWS Noboro oTpyuaTensHoro addekTa, ecnu
Heobxoammo.

OpraHusauusa gomkHa obecneyumnTb, YTO NPOLIECChI, nepe-
OaHHble Ha Noapsia (ayTCOPCUHI), HaxoaaTca nog
ynpasnexuem (cm. 8.4).

8.2 Requirements for products and services

8.2.1 Customer communication

Communication with customers shall include:
a) providing information relating to products and
services;

b) handling enquiries, contracts or orders,
including changes;

¢) obtaining customer feedback relating to
products and services, including customer
complaints;

d) handling or controlling customer property;

e) establishing specific requirements for

contingency actions, when relevant.

8.2.2 Determining the requirements for
products and services

When determining the requirements for the
products and services to be offered to
customers, the organization shall ensure that:

a) the requirements for the products and
services are defined, including:

1) any applicable statutory and regulatory
reguirements;

2) those considered necessary by the
organization;

8.2 OnpepeneHue TpeboBaHUM K NPOAYKLMUU U yC-

nyram

8.2.1 KommyHukauum ¢ noTpedutenem

KoMMmyHrKaumm ¢ noTpebuTtensMm omKHbI BKIOYaTb!
a) NnpefocTaBneHve MHoOpMaLumM 0 NPOAYKUMM U yCrnyrax;

b) obpalleHne ¢ 3anpocamu, KOHTpaKTamu nnm
3aKa3damMu, BKJiro4ad nx usSMeHeHu4,

C) nony4eHue OT3bIBOB NOTpebUTENEl 0 NPOAYKUMM U
ycnyrax, BKrtodasi ux »kanobbl;

d) ob6palleHne unu ynpaereHve cOGCTBEHHOCTLIO MOTpe-
outens;

€) YyCTaHOBMEHUE KOHKPETHbIX TpeboBaHU K 4ENCTBUAM
npv aBapunHbIX CUTyauUusx, Koraa 310 yMeCcTHO.

8.2.2 OnpepeneHune TpeboBaHWMN, OTHOCSALUMUXCH K
NPOAYKLMU N ycriyram

Mpun onpepeneHun TpeboBaHMIM K NPOAYKLMU U ycnyram,
KoTopble ByayT npeanaraTbcsi NoTpebutensam, opraHusa-
unsa gormkHa obecneunBatb, YTO:

a) Tpe6OBaHI/IF| K npoaykumm wn ycnyram onpenerneHbl,
BKIHO4ada:

1) niobble NpUMeHUMbIE 3aKOHOAATEMbHbIE U
HOpMaTKBHbIE TpeboBaHus;

2) TpeboBaHusA, paccMaTpuBaemble OpraHm3aunen
Kak Heobxoanmble;

b) the organization can meet the claims for the
products and services it offers.

b) opranHmsaumss MOXeT BbINMOMHUTE  3anpocbl  Ha
NPOAYKLUUIO U YCIyrK, KOTOPbIe OHa npeanaraer.
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8.2.3 Review of the requirements for
products and services

8.2.3.1 The organization shall ensure that it has
the ability to meet the requirements for products
and services to be offered to customers. The
organization shall conduct a review before
committing to supply products and services to a
customer, to include:

a) requirements specified by the customer,
including the requirements for delivery and
postdelivery activities;

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

¢) requirements specified by the organization;

d) statutory and regulatory requirements
applicable to the products and services;

e) contract or order requirements differing from
those previously expressed.

The organization shall ensure that contract or
order requirements differing from those
previously defined are resolved.

The customer’s requirements shall be confirmed
by the organization before acceptance, when
the customer does not provide a documented
statement of their 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.

8.2.3.2 The organization shall retain
documented information, as applicable:

a) on the results of the review;

b) on any new requirements for the products
and services.

8.2.4 Changes to requirements for products
and services

The organization shall ensure that relevant
documented information is amended, and that
relevant persons are made aware of the
changed requirements, when the requirements
for products and services are changed.
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8.2.3 AHanu3 TpeboBaHUN, OTHOCALMXCA K
NpoAyKUMU U ycnyram

8.2.3.1 OpraHusauna pgomkHa ybeautbcsl, 4YTO OHa
obnagaeTr CNOCOBHOCTbIO BbLINOMNHATL TpeboBaHMsa K
npoaykunmm wun ycnyram, npegnaraeMbiM noTpebutensm.
OpraHunsauus gormkHa npoBOAUTb aHanM3 OO0 NPUHATUSN
oba3atensCTB MO MNOCTaBKke NpoaykuMnm WU ycnyr
notpeburento, 4Tobbl y4ecTb:

a) TpeboBaHus, yCTaHOBMNEHHbIE MOTPEGUTENEM, BKoYast
TpeGoBaHUsi K MOCTaBKe W AesATeNlbHOCTb Mnocrne rno-
CTaBKy;

b) TpeboBaHusa, He onpepeneHHble NOTpebuTenem, Ho
HeobXxoauMble ANt KOHKPETHOrO UK NpeanonaraemMoro
MCMNONb30BaHWs, KOr4a OHO U3BECTHO;

¢) TpeboBaHus, yCTaHOBMNEHHbIE OpraHM3aLmen;

d) pononHuTenbHble 3akoHoAATEeNbHbIE Y HOPMAaTUBHbIE
TpeboBaHUs, NPUMEHNMbIE K MPOAYKLMUN N YCIyram;

e) TpeboBaHMsl KOHTpaKTa UNu 3akasa, oTnuyatoLmecs ot
paHee chopMyrMpPOBaHHbIX.

OpraHusauns gomkHa obecneuntb, YTO ObINN NPUHATHI
pelweHns no TpeboBaHMAM KOHTpaKTa unu 3akasa, oTnu-
YalLMMcs OT paHee YCTaHOBMEHHbIX.

TpeboBaHus notpebutenen OOJDKHbI ObITb
noaTBEPXKAEHbl OpraHm3aumen [0 UX NPUHATUS, €ecnuv
notpebutens He npegocTasun atn TpeboBaHus
OOKYMEHTanbHO 0POPMIIEHHbIMMU.

NMPUMEYAHME. B psage criyyaes, TakvMx Kak npogaxu yepes
WHTEpHET, MpOBEAEHMEe aHanu3a KaX[aoro 3akasa sBnseTcs
HeuenecoobpasHeiM.  Bmecto  atoro, aHanmM3  Moxet
pacnpocTpaHATbCA Ha COOTBETCTBYIOLLYIO WHopMaumio o
NPOAYKUMU, TaKyto KaK KaTanoru.

8.2.3.2 OpraHusauus JOrkHa COXpaHATb
OOKYMEHTUPOBAHHYIO  MHAOPMaLMIO, HaCKONbKO  3TO
NPUMEHUMO:

a) O pes3ynbTaTax aHanmsa,

b) o nio6bIX HOBLIX TPEGOBAHMSX K NPOAYKLMW U YCIyram.

8.2.4 UameHeHus TpeboBaHUM K NPOAYKUUM U ycryram

OpraHusauus [AOIMKHa obGecneunBaTsb, yTOo
COOTBETCTBYIOLLASA [JOKYMEHTUpOBaHHas  MHdopmaums
KOppeKTMpyeTcs n COOTBETCTBYIOLLUIA nepcoHan
ocBeAoMneH 06 M3MeHeHHbIX TpeboBaHUsIX, Korga

Tpe6OBaHMﬂ K npoayKuuun n ycriyram naMmeHaTCA.

8.3 Design and development of products and
services

8.3.1 General

The organization shall establish, implement and
maintain a design and development process
that is appropriate to ensure the subsequent

8.3 MpoekTuposaHue U paspaboTka NPoAYKLUUU U
ycnyr

8.3.1 O6Lwume nonoxeHus

OpraHusaums [OMmKHa YyCTaHaBnMBaTb, BHeOPSTb WU
nogaepXuBaTb NPOLECC NMPOEKTUPOBaHUS U pa3paboTKu,
nogxogAwmn  ans obecneyeHus rnocrnegymwlLlero
Npou3BOACTBa NPOAYKLUUN U NPEAOCTaBMEHNS YCIyr.
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provision of products and services.

8.3.2 Design and development planning

In determining the stages and controls for
design and development, the organization shall
consider:

a) the nature, duration and complexity of the
design and development activities;

b) the required process stages, including
applicable design and development reviews;

¢) the required design and development
verification and validation activities;

d) the responsibilities and authorities involved in
the design and development process;

e) the internal and external resource needs for
the design and development of products and
services;

f) the need to control interfaces between
persons involved in the design and development
process;

g) the need for involvement of customers and
users in the design and development process;

h) the requirements for subsequent provision of
products and services;

i) the level of control expected for the design
and development process by customers and
other relevant interested parties;

j) the documented information needed to
demonstrate that design and development
requirement have been met.

8.3.3 Design and development inputs

The organization shall determine the
requirements essential for the specific types of
products and services to be designed and
developed.

The organization shall consider:
a) functional and performance requirements;

b) information derived from previous similar
design and development activities;

¢) statutory and regulatory requirements;

d) standards or codes of practice that the
organization has committed to implement;

e) potential consequences of failure due to the
nature of the products and services.

Inputs shall be adequate for design and
development purposes, complete and
unambiguous.

Conflicting design and development inputs shall
be resolved.

The organization shall retain documented
information on design and development inputs.
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8.3.2 MnaHupoBaHMe NPOEKTUPOBAHUA U
pa3paboTku

Mpu onpeaeneHnn aTanoB U CPeACTB yrpaBreHns NPoekK-
TMpoBaHMEM W pa3paboTKoi opraHusauus [oJbKHa
paccmaTpuBarth:

a) Xapaktep, npoaoJKUTENIbHOCTb WU CIOXHOCTb [eA-
TENbHOCTHU MO NPOEKTUPOBaHUNIO N pa3pa60TKe;

b) Tpebyemble 3aTanbl npouecca, BKoYas NpPUMEHUMbIe
aHanu3bl AaHHbIX O NMPOEKTMPOBaHMM 1 pa3paboTke;

C) Tpebyemyto AeATenbHOCTbL Mo Bepudukaumm n Bannaa-
UMM NPOEKTUPOBaHNA U paspaboTKu;

d) OTBETCTBEHHOCTb M MOMHOMOYUA NepcoHana,
BOBIIEYEHHOIO B NPOLIECC NPOEKTUPOBAHMSA U pa3paboTky;

€) NoTPebHOCTM BO BHYTPEHHUX U BHELLHWX pecypcax ans
NPOEKTUPOBAHUSA N pa3paboTKy NPOAYKLUN 1 YCYT;

f) noTpebHOCTL B ynpaBneHun B3aumodencTBUMEeM nu,
BOBMIEYEHHbIX B MPOLECC NPOEKTUPOBaHUA U paspa-
6oTKY;

g) HeobX0AMMOCTb B MPUBEYEHUMN NOTPEBUTENEN 1
nonb3oBaTenen k NpoLeccy NPOEKTUPOBaHMS U
pa3paboTky;

h) TpeboBaHMsa ons nocnenyroLLero NPou3BOACTBa NPOAYK
LUK 1 NpeocTaBneHnst yCnyr;

i) ypOoBeHb ynpaBneHusi NpoLeccoM NpoekTMPOBaHUS U
pa3paboTku, oXnaaemblid NoTpebuTensaMn u apyrumm
COOTBETCTBYHOLLUMU 3aMHTEPECOBAHHBIMU CTOPOHaMU;

j) BOKYMeHTUpoBaHHY0 nHdopmMaumio, Heobxogumyto Ans
AEeMOHCTpauun Toro, 4to TpeboBaHus K NPOEKTUPOBAHMIO
1 pa3paboTke 6binn BbIMOMHEHbI.

8.3.3 BxogHble AaHHble ANA NPOEKTUPOBaHUA U
pa3paboTku

OpraHusaumnss  JormkHa onpegensats  TpebosaHwus,
CylWleCTBEHHble [ANA KOHKPETHOro Buaa npoaykuum u
yCnyr, KOTOpble [JOMMKHbl OblTb  CNPOEKTUPOBaHbLI WU
pa3paboTaHbl.

OpraH n3auna goJrKHa paccmMmaTpmBaThb:

a) hyHKLMOHarbHbIE 1 3KCMyaTauMoHHbIe TpeboBaHus;

b) wHdopmaumo, nonyvyeHHyo paHee Npu BbINOSTHEHUN
nogo6HbIX paboT No NPOEKTUPOBaHMIO U pa3paboTke;

C) 3aKOHOZATeNbHbIE U HOpMAaTUBHbIE TPEOOBaHUS;

d) ctaHgapTbl MM CBOALI NPaBui, KOTOPble OpraHn3aums
obsazanack BbINOMHATD;

€) noTeHuManbHble NocreacTBMsl OTKA30B, CBSI3aHHbIE C
XapakTepom NpoayKLUMN U YCIIyr.

BXOJJ,HbIe AaHHble JOJKHbl COOTBETCTBOBATb LeNAM npo-
EKTUpoBaHUA U paspa60TK|/|, OblITb MNOMHBIMU U HeaBy-
CMbICINMeHHbIMW.

MpoTuBopeUYnss BXOAHLIX [OaHHbIX MNPOEKTUPOBaAHUS U
pa3paboTKu AOMKHbI ObiTb pa3peLleHbI.

Opransau,Mﬂ OO0JDKHa COXpaHATb JOKYMEHTUPOBaAHHYHO
Mchopmau,wo O BXOOHbIX OaHHbIX OA NPOEKTUPOBaHNA N
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8.3.4 Design and development controls

The organization shall apply controls to the
design and development process to ensure that:

a) the results to be achieved are defined,;

b) reviews are conducted to evaluate the ability
of the results of design and development to
meet requirements;
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paspaboTku.

8.3.4 Mepbl ynpaBneHuss npoeKTUpoBaHUEM U
paspaboTkon

OpraHuzaums JofkHa MpUMEHATb Mepbl  ynpaBreHus
MPOLECCOM  MPOEKTMPOBAHUA U paspaboTkm  ans
obecneyeHus:, YTo:

a) pesynbTaTbl, KOTOPbIE AOMKHbI ObITb JOCTUMHYTHI,
OnpeaeneHsl;

b) npoBegeHbl aHanuabl AN OLEHKM CMNOCOBHOCTM pe-
3ynbTaToOB MNPOEKTUPOBaHUA U pa3paboTkM COOTBETCT-
BOBaTb TpeboBaHMAM;

c) verification activities are conducted to ensure
that the design and development outputs meet
the input requirements;

d) validation activities are conducted to ensure
that the resulting products and services meet
the requirements for the specified application or
intended use;

€) any necessary actions are taken on problems
determined during the reviews, or verification
and validation activities;

f) documented information of these activities is
retained.

NOTE Design and development reviews, verification
and validation have distinct purposes. They can be
conducted separately or in any combination, as is
suitable for the products and services of the
organization.

8.3.5 Design and development outputs

The organization shall ensure that design and
development outputs:

a) meet the input requirements;

b) are adequate for the subsequent processes
for the provision of products and services;

¢) include or reference monitoring and
measuring requirements, as appropriate, and
acceptance criteria;

d) specify the characteristics of the products and
services that are essential for their intended
purpose and their safe and proper provision.
The organization shall retain documented
information on design and development outputs.

8.3.6 Design and development changes

The organization shall identify, review and
control changes made during, or subsequent to,
the design and development of products and
services, to the extent necessary to ensure that
there is no adverse impact on conformity to
reguirements.

The organization shall retain documented
information on:

a) design and development changes;

c) npoBedeHbl OeWcTBUA MO  Bepudukauuum Aans
obecneveHus COOTBETCTBUSA pesynbTaToB
NPOEKTUPOBaHUSA U pa3paboTKU BXOAHbLIM TPEOOBaHUAM;

d) npoBepeHbl gelcTBUst MO Banugauuu Ans
obecrneyeHnst COOTBETCTBUSA KOHEYHON NpoayKUMmM 1
ycnyr TpeboBaHMsAM YCTaHOBIIEHHOTO MPUMEHEHUS UNK
HaMe4eHHOro UCMOoNb30BaHNS;

e) npeanpuHATHI NioGble HeobxoauMble AeNCTBUA MO
npobnemam, BbIABMEHHLIM B XO4e aHanusa unm
neATenbHOCTel No BepuduKaLumMm U Banuaauuu;

f) pokymeHTMpoBaHHas MHopmauns 06 aTUX AENCTBUSX
COXpaHsieTcs.

NMPUMEYAHUE. Ananus, Bepudumkaumas n  Banugaumsi
NPOEKTUPOBaHUSA U pa3paboTkM MMEKT pasfnMyHOe Ha3HaYeHue.
OHKM MOryT NpoOBOAUTLCHA pasdernbHO Mnv B NobOOM coveTaHuu,
HacKoMbKO  3TO  MPUMMEHUMO K MpOAYKUUM U ycrnyram
opraHusauuu.

8.3.5 Pe3ynbTaThbl NPOEKTUPOBAHUA U pa3paboTku

OpraHusaumsi [ofbkHa obecrneunBaTb, 4YTO pe3ynbTaThl
NPOeKTUPOBaHUS U Pa3paboTKM:

a) CooTBETCTBYIOT TPEBGOBAHMAM BXOAHbIX OAHHbIX;

b) apekBaTHbl  Ans nocreaylowux  NpoLeccoB
NpoM3BOACTBA NPOAYKLUM U NPeoCTaBNEHNs YCIyT,;

C) codepxxaT WMX BKIIOYAKT CCbINKM Ha TpeboBaHus Mo
MOHUTOPWHIY U U3MEPEHUsIM, HAacKOMNbKO 3TO MPUMEHUMO,
a TaKkKke KpUtepum npuemMKu;

d) onpenensioT xapakTepuUcTUKM NPOAYKUMM W YCRyr, Cy-
LLECTBEHHbIE AN WX HaMEYEeHHOro HasHa4YeHus, WX
6e30nacHOCTM 1 Haanexallero NpeJoCTaBneHus.
OpraHusaumsi OOIMPKHa COXPaHsiTb [OOKYMEHTUPOBaHHYH
WHopMauMlo O  pesynbTaTax  MNPOEKTUPOBaHUA U
pa3paboTku.

8.3.6 U3meHeHUs Npu NPOEKTUPOBaHUU U
pa3paboTtke

OpraHusauus JOrmkHa NaeHTUPULMPOBATS,
aHanua3npoBaTb W yNpaBnATb USMEHEHUSIMU, cAeNaHHbIMM
BO Bpems WnuM nocne MpoeKTUPOoBaHUA U paspaboTku
npodykuMm u ycnyr B obbeme, HeobxogumoMm ans
obecrneyeHnss UCKMIOYEHUSI HEraTMBHOIMO BMWUSAHUSA Ha
COOTBETCTBUE TPpeBGoBaHUAM.

OpraHusauust OormkHa COXpaHsiTb [OOKYMEHTUPOBAHHYHO
MHdopMaLnio:

a) 06 M3MeHEeHUsX NPy NPOeKTUPOBaHUN 1 pa3paboTke;
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b) the results of reviews;

c) the authorization of the changes;
d) the actions taken to prevent adverse impacts.
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b) o pesynbTatax aHanusa;

C) O CaHKLMOHNPOBAHUN U3MEHEHUN;

d) o gencTBusAX, NpeanpuHATBLIX ANS nNpeaynpexaeHus
HeraTMBHbIX MOCNEACTBUN.

8.4 Control of externally provided processes,
products and services

8.4.1 General

The organization shall ensure that externally
provided processes, products and services
conform to requirements.

The organization shall determine the controls to
be applied to externally provided processes,
products and services when:

a) products and services from external providers
are intended for incorporation into the
organization’s own products and services;

b) products and services are provided directly to
the customer(s) by external providers on behalf
of the organization;

C) a process, or part of a process, is provided by
an external provider as a result of a decision by
the organization.

The organization shall determine and apply
criteria for the evaluation, selection, monitoring
of performance, and re-evaluation of external
providers, based on their ability to provide
processes or products and services in
accordance with requirements.

The organization shall retain documented
information of these activities and any
necessary actions arising from the evaluations.

8.4.2 Type and extent of control

The organization shall ensure that externally
provided processes, products and services do
not adversely affect the organization’s ability to
consistently deliver conforming products and
services to its customers.

The organization shall:

a) ensure that externally provided processes
remain within the control of its quality
management system;

b) define both the controls that it intends to
apply to an external provider and those it
intends to apply to the resulting output;

¢) take into consideration:

1) the potential impact of the externally
provided processes, products and
services on the organization’s ability to
consistently meet customer and
applicable statutory and regulatory
requirements;

8.4 YnpaBneHue npoueccamu, NpoayKuuen u
ycrnyramu, nocTaBnsieMbIMU BHELLHUMMU
nocTaBLiMKaMK

8.4.1 O6Lwme nonoxeHust

OpraHusauuss gomkHa obecneuynmBaTtb COOTBETCTBME
npoueccoB, MpoOayKLUMW U YCryr, NOCTaBMsieMbIX
BHELUHUMM MOCTaBLLNKAMU, TPEOOBaHUAM.

OpraHusauus gomkHa OnpefenaTb Mepbl ynpaBreHus,
NpUMEHMMbIE K NpoLeccam, NPoayKLUM 1 ycryram,
NnocTaBnseMbIMW BHELUHUMMW MOCTaBLUMKAMU, B TEX
cnyyasix, korga:

a) NpoAyKUMsi U yCryr, NOCTaBNSEMbIMU BHELLUHUMMU
nocTaBLLMKamMu, NpegHa3HavyeHbl Ans BKIOYEHUS B
cocTaB COBCTBEHHOWM NPOAYKLMUN U YCIYT OpraHu3aumy;

b) npoaykums 1 ycnyrv nocTaensTCA BHELHWM NocTaB-
LLIMKOM HernocpeacTBEHHO NOTPeGUTENo OT UMEHMU op-
raHusauuu;

C) npouecc Uy YacTb NpoLecca BbINOSHAETCS BHELUHUM
NocTaBWMKOM B  pe3ynbTate MNpUHATUS  peLleHus
opraHusaumen.

OpraHusaumsi JofmkHa onpefenstb U
KpuTepum  ONsS OUEHKW,  Bblbopa,  MOHWUTOPUHra
pe3ynbTaToB [AEsiTeNbHOCTM U MOBTOPHOW  OLEHKM
BHELLUHMX MOCTaBLUMKOB Ha OCHOBE WX CMOCOBGHOCTU
BbINOMHATL MPOLECChl WM NOCTaBNATb MPOOYKUUIO U
yCrnyrn B COOTBETCTBUU C TpeboBaHUSAMMU.

NPUMEHATb

OpraHusaumss OOMKHa COXPaHATb LOKYMEHTUPOBAHHYHO
WHpopmauuto o6  ITUX OencTtBuaAx M 0 NKOObIX
Heob6X0AMMbIX ENCTBUAX, BbITEKAIOLLUX U3 OLEHOK.

8.4.2 Tun n cTeneHb ynpaBneHus

OpraHusauusa pormkHa obecnevmBaTb, YTO MNPOLIECCHI,
npoaykuus u  ycnyru, MOCTaBnsieMble  BHELUHUMMU
nocTaBLUMKaMN, HE OKa3biBalOT HEraTUBHOIO BMNUSAHUSA Ha
CMOCOOHOCTb  OpraHusaumm MOCTOSAHHO nocTaBnATb
CBOMM MOTPEBUTENAM COOTBETCTBYHOLLME MPOLYKLMIO U
yCryru.

OpraHusauns JorkHa:

a) obecneunBatb, YTO npouecchl, nocraBndemblie
BHELWWHUMN NOCTaBLMKaMWU, HaxogATca nona
ynpaslieHnem €€ cucTemMbl MeHedXMEeHTa KayecTBa,

b) onpegensite Mepbl ynpasneHus, KOTopble OHa Npeano-
naraet NPUMEHATb Kak B OTHOLLEHWM BHELLHEro
nocTasLLMKa, TaK U K MOCTaBMSEMOMY UM pe3ynbTaTy;

C) y4nTbIBaTh!

1) noTeHumnanbHoe BNNSHNE npoueccos,
nocTaBnsAeMblIx BHELUHVMM nocTaBLLMKaMm
NpoAayKUMM M ycnyr, Ha cnocobHOCTb opraHusauuu
MOCTOSIHHO BbINOMNHATL TpeboBaHuA noTpebuTens,
a TakKke TMpUMEHVMMble 3akoHodaTefbHble WU
HOopMaTuBHbIe TpeboBaHUS;
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2) the effectiveness of the controls
applied by the external provider;

d) determine the verification, or other activities,
necessary to ensure that the externally provided
processes, products and services meet
requirements.

8.4.3 Information for external providers

The organization shall ensure the adequacy of
requirements prior to their communication to the
external provider.

The organization shall communicate to external
providers its requirements for:

a) the processes, products and services to be
provided;

b) the approval of:
1) products and services;
2) methods, processes and equipment;
3) the release of products and services;

c) competence, including any required
qualification of persons;

d) the external providers’ interactions with the
organization;

e) control and monitoring of the external
providers’ performance to be applied by the
organization;

f) verification or validation activities that the
organization, or its customer, intends to perform
at the external providers’ premises.
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2) pe3ynbTaTMBHOCTb Mep yrnpaBneHus,
NPUMEHSAEMbIX BHELLUHUM MOCTaBLLMKOM.
d) onpenenaTb BepumkaLumio NNn MHble OENCTBUS, He-
obxogumble ans obecneyeHns COOTBETCTBUSA
MpoueccoB, MNPOAYKUMM W YCNVT, nocraBnsgemMbix
BHELUHMMM MNOCTaBLLMKaMU, TpebGoBaHUAM.

8.4.3 UHdhopmauma onA BHELWHUX NOCTAaBLUNMKOB

OpraHusauusa gormkHa obecneuvBaTe afekBaTHOCTb Tpe-
B6oBaHUN 4O NX COOBLLEHNS BHELLHEMY MOCTaBLUUKY.

OpraHusauusa gomkHa coobLaTe BHELWHEMY NOCTaBLLNKY
cBou TpeboBaHus K:

a) nocTaBnsieMbIM NpoLieccam, NPOAYKUUN 1 ycryram;

b) ogobpeHuto:
1) npoayKuUn 1 ycnyr,;
2) MeTo0B, NPOLECCOB UM 060PYAOBaHUS;
3) BbiNycka NpoAYKLUUK N YCAYT;

C) KOMMETEHTHOCTU NepcoHarna, Bkro4vasi nobdble
TpebyemMble Mepbl NOATBEPKAEHUS €ro KBanmdmkalmu,

d) B3aumMoOencTBMIO BHELLHErO NOCTaBLLMKA C
opraHusaumen;

€) NpYMeHsAeMbIM OpraHu3aumen ynpasneHuto m
MOHUTOPWHIY pe3ynbTaTtoB (PYHKUMOHUPOBaHWUS BHELLHETO
NMoCTaBLLUMKa,;

f) penctemam no Bepudukaumm unm Banugaumm, KOTopble
opraHusauusi, unn ee noTpebutenb, HamepeBaeTcs
BbIMOJIHATb HA NPEeANPUATUN BHELUHEro NocTaBLmKa.

8.5 Production and service provision

8.5.1 Control of production and service
provision

The organization shall implement production
and service provision under controlled
conditions.

Controlled conditions shall include, as
applicable:

a) the availability of documented information
that defines:
1) the characteristics of the products to
be produced, the services to be
provided, or the activities
to be performed;

2) the results to be achieved;

b) the availability and use of suitable monitoring
and measuring resources;

c¢) the implementation of monitoring and
measurement activities at appropriate stages to
verify that criteria for control of processes or
outputs, and acceptance criteria for products
and services, have been met;

d) the use of suitable infrastructure and
environment for the operation of processes;

8.5 NpousBoacTBO NpOoAYKLUMU U NpeaocTaBneHne
ycnyr

8.5.1 YnpaBneHue nNpou3BOACTBOM MpPOAYKLUM U
npenocTtaBneHnemM ycnyr

OpraHusaums 4omkHa ocyLLeCTBNATbL NPOU3BOACTBO NPO-
aykumm 1 npegocTaBrieHMe  ycnyr B ynpaBhsieMblX
YCIOBUSIX.

YnpaBnsiemble YCrnoBUs OOMKHbI BKMOYaThb (B
npuMeHumon dopme):

a) [OCTYMHOCTb JOKYMEHTMPOBAHHOW MHbopMaumK, Ko-
Topas onpegenserT:

1) xapakTepucTvky NpoM3BOOUMON MPOSYKLMMU,
OKa3bIBaeMbIX YCINyr UMK OCYLLLECTBNSIEMON
[esiTeNbHOCTMY;

2) pe3ynbTaThbl, KOTOPbIE AOMKHbI BbITh
LOCTUTHYTHI;

b) [pocTynHOCTb M MCnonb3oBaHWE PECYPCOB,
noaxoadawmx ona MOHUTOPUHIa n Msmepean?l;

C) OCyLleCTBMNeHNe OeATENbHOCTU MO MOHUTOPUHTY U
N3MEPEHUIO HA COOTBETCTBYIOLLMX dTanax Ans
NOATBEPXKAEHMS TOrO, YTO KpUTEPWUM yrpaBneHus
npoueccamu unu ux pesynbTaTtamu, a Takke KpuUtepum
NpMeMKn Nnpoaykumn n ycnyr oOCTUrHyThbl;

d) mcnonb3oBaHWe COOTBETCTBYHIOLLEN UHPPACTPYKTYPbI U
cpeabl Ans yHKUMOHNPOBaHNS NPOLIECCOB;
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e) the appointment of competent persons,
including any required qualification;

f) the validation, and periodic revalidation, of the
ability to achieve planned results of the
processes for production and service provision,
where the resulting output cannot be verified by
subsequent monitoring or measurement;

g) the implementation of actions to prevent
human error;

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

8.5.2 Identification and traceability

The organization shall use suitable means to
identify outputs when it is necessary to ensure
the conformity of products and services.

The organization shall identify the status of

outputs with respect to monitoring and
measurement requirements throughout
production and service provision.

The organization shall control the unique

identification of the outputs when traceability is a
requirement, and shall retain the documented
information necessary to enable traceability.

8.5.3 Property belonging to customers or
external providers

The organization shall exercise care with
property belonging to customers or external
providers while it is under the organization’s
control or being used by the organization.

The organization shall identify, verify, protect
and safeguard customers’ or external providers’
property provided for use or incorporation into
the products and services.

When the property of a customer or external
provider is lost, damaged or otherwise found to
be unsuitable for use, the organization shall
report this to the customer or external provider
and retain documented information on what has
occurred.

NOTE A customer’'s or external provider's property
can include materials, components, tools and
equipment, premises, intellectual property and
personal data.

8.5.4 Preservation

The organization shall preserve the outputs
during production and service provision, to the
extent necessary to ensure conformity to
requirements.

NOTE Preservation can include identification,
handling, contamination control, packaging, storage,
transmission or transportation, and protection.
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€) HazHa4yeHne KOMMNETEHTHOrO NepcoHarna, BKo4vas to-
Byto Tpebyemyio kKBanudukauuio;

f) Banugauuio 1 NeprmoanYeckyto NOBTOPHYIO BanuaaLuio
CMocoBGHOCTM MpPOLIECCOB MPOU3BOACTBA  MPOAYKLUUN U
ycnyr gocTuratb 3annaHUpOBaHHbLIX pes3ynbTaToB B TeX
cnyyasx, Korga KOHeYHbI pesynbTaT He MOXeT ObiTb
BepuduLMpoBaH  MnocrneaylowmnM  MOHUTOPUHIOM U
n3MepeHnem;

g) BHeOpeHue OeNCTBMI ANg npefoTBpaLleHns owmnbok,
CBSI3aHHbIX C YernoBeYvyeckum hakTopom;

h) ocywecTBneHune Bbinycka, NOCTaBKN U AEACTBUIA Nocne
nocTaBKu.

8.5.2 UpeHTUdMKaLma n npocnexmBaemMocTb
OpraHuszauua [omkHa Ucnomnb3oBaTb  Noaxoasiue
cnocobbl Ana  uvaeHTUdMKauMM BbIXOO4OB, KOrga 9To
HeobxoamMmo Ans obecneyeHnss COOTBETCTBUS NPOAYKLMM
N yCIyr.

Opl'aHVI3aLI,VIFI AOJKHa VID,eHTVI(*)VILI,VIpOBaTb CTaTyC BbIXO-
AoB B OTHOLUIEHUN Tpe6OBaHVII7I K MOHWUTOPWUHTY U
M3MepeHnam Ha BCexX CTagndax npon3soacTea M OKasaHuaA

ycnyr.

OpraHuzauusi OofmkHa YNpaBnsiTb YHUKANbHOW WAEHTU-
hmKaumeii BbIXOOOB, KOraa NpocnexnBaeMocTb SBNSeTcs
TpeboBaHNeM, U  COXPaHSATb  [AOKYMEHTUPOBAHHYIO
UHcpopMaumo, HeobGxoauMMmylo  Ans obecneyeHust
NpOCNEeXNBAaEMOCTH.

8.5.3 CobCcTBEHHOCTb, NOTPEeoUTENs N BHELUHNX
NOCTaBLUUKOB

OpraHuzauma  OorkHa nposiBnsATL  3aboTy O
CcoBCTBEHHOCTH, notpebuTenei nnm BHELLHUX
MOCTaBLUMKOB, KOrga OHa HaxXoAuTCA Mo YrnpaBrieHUeM
opraHusaummn Unv NCnonb3yeTcs elo.

OpraHusauus [orkHa uMaeHTUULMpoBaTh, BepUdULM-
poBaTh, 3aluLiaTh U COXPaHSATb COBCTBEHHOCTL NOTPELK-
Tenen MUNM BHELIHUX MOCTaBLLMKOB, NPeOCTaBMEHHYIO
ANS UCMONb30BaHUA UMW BKIIOYEHUS B NPOAYKLMIO UMK
ycnyru.

Ecnn cobcTBeHHOCTL MOTpebuTEns WNM BHELLHEro no-
CTaBLUMKa Obina yTepsdaHa, nospexaeHa unn no MHbiM
npuynHam npu3HaHa HeI'IpVIFOLI,HOIZ ana uncnonb3oBaHUA,
opraHusaums gomxHa coobuwate 06 aTom notpebutentio
nnn BHELHEMY NoCTaBLUUKY n COXpaHATb
OOKYMEHTUPOBAaHHYIO MHOpMaLMIo O NpounsoLLeLem.

NMPUMEYAHUE. CobCcTBEHHOCTD notpeburens unm
BHELUHEro MocCTaBLUMKa MOXET BKIOYaTb B cebs matepuansl,
KOMMOHEHTbI, WHCTPYMEHTbI K 00OpygoBaHME, MNOMELLEHUs,
WHTENNeKTyanbHyto CO6CTBEHHOCTb M NEPCOHAarbHbIE AaHHbIE.

8.5.4 CoxpaHeHue

OpraHusauusi  AOMmKHa COXpaHsATb pesynbTaThl
MpPOLECcCOB B MpoLecce NPOM3BOACTBa MPOAYKUUM U
ycnyr B TOW CTeneHW, KOTO- pasi Heobxoauma nans

obecneyeHnsi COOTBETCTBUS Tpe6o BaHUAM.

MPUMEYAHUE. CoxpaHeHne wmoxeT BkmoydaTe B cebs
MOEHTUGUKALMIO, MOrPYy304HO-Pa3rpy304Hble paboThbl, KOHTPOSb
3arpsA3HeHns,  YNakoBKy, XpaHeHue, nNepeMelleHne  wunu
TPaHCMOPTUPOBKY, 3aLLUTY.
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8.5.5 Post-delivery activities

The organization shall meet requirements for
post-delivery activities associated with the
products and services.

In determining the extent of post-delivery
activities that are required, the organization shall
consider:

a) statutory and regulatory requirements;

b) the potential undesired consequences
associated with its products and services;

c¢) the nature, use and intended lifetime of its
products and services;

© HeodmumanbHbin nepesoa Bureau Veritas Certification Rus. Bepcusi 01.02.2016

8.5.5 [lesAsTenbHOCTb NOCsie NOCTaBKU

OpraHuzauus omKkHa BbINOSHATL TpeGoBaHWs K aesTesb
HOCTM MOcCrie MOCTaBKW, CBSI3aHHOW C MpOAYKUMEN unu
ycryramu.

Mpu onpepeneHun obbema Tpebyemon OeATenbHOCTU
nocrne MocTaBk1, OpraHusauusl OofPKHa paccmaTpuBaTh:

a) 3aKoHo4aTelIbHbl€E N HOPMAaTUBHbIE Tpe60BaHVIFI.

b) noTeHunanbHble HeXenaTelbHble
CBsi3aHHbIE C €é I'IpOD,yKU,VIeVI n ycnyramwu,;

nocneacTBuA,

C) XapakTep, MCMoJfib30BaHWe W npeanoraraembiit
CPOK cny>k0bl €€ NpoAYKLWW U YCIyT;

d) customer requirements;
e) customer feedback.

NOTE Post-delivery activities can include actions
under warranty provisions, contractual obligations
such as maintenance services, and supplementary
services such as recycling or final disposal.

8.5.6 Control of changes

The organization shall review and control
changes for production or service provision, to
the extent necessary to ensure continuing
conformity with requirements.

The organization shall retain documented
information describing the results of the review
of changes, the person(s) authorizing the
change, and any necessary actions arising from
the review.

8.6 Release of products and services

The organization shall implement planned
arrangements, at appropriate stages, to verify
that the product and service requirements have
been met.

The release of products and services to the
customer shall not proceed until the planned
arrangements have been satisfactorily
completed, unless otherwise approved by a
relevant authority and, as applicable, by the
customer.

The organization shall retain documented
information on the release of products and
services.

The documented information shall include:

a) evidence of conformity with the acceptance
criteria;

b) traceability to the person(s) authorizing the
release.

d) TpeboBaHua notpeburtens;

€) obpaTHyto cBs3b C noTpebutenem.

NMPUMEYAHMUE. [ewnctBna nocne nocTaBku MOryT BKMO4YaTb
B cebs pencteBMa nNo nogdepXaHuio rapaHTUW, KOHTPaKTHbIX

obsi3aTenbCTB, TakMe  Kak  obcnyxuBaHMe, a  Takke
JOMONHUTENbHbIE  YCNyrM, Takue Kak nepepaboTka wnu
yTUnusaums.

8.5.6 YnpaBneHue uaMeHeHnAMN

OpFaHVI3aLI,VIFI OOJKHa aHann3mpoBaTtb W ynpaeliATb
N3MeHeHnamn ana  npoussoAacTtBa npoaykunn  Unun
OKa3aHuAa ycnyr B obbeme, HeobxogMMoMm ana
obecneyeHmss NOCTOSAHHOIO COOTBETCTBUSA Tpe6OBaHI/I$|M.

OpraHunsaums [orKkHa COXPaHATb [AOKYMEHTUPOBaHHYH
nHdOpMaLMIO, ONUCLIBAKOLLYIO pe3ynbTaTbhl aHanusa us-

MEHEHUN, CBEeAeHUs O nuuax, CaHKUMOHUPYOLMX
n3MeHeHne, U1 NOObIX HeOOXOAMMBIX  OEWCTBUSAX,
BblTEKalOLLMX 13 aHanuaa.

8.6 BbIinyck npoAayKuuu n ycnyr

OpraHusaumss OOfDKHa BHeApsATb  3annaHupoBaHHbIe
MEpOonpuUATUS Ha COOTBETCTBYWOLWMX CTaguax Aans

Bepudukaumm TOro, 4to TpeboBaHMS K NpPOAyKUMU W
ycnyram 6binv BbINOMHEHbI.

Beinyck npogykuum 1 ycnyr ans notpebutens He AOMKeH
OCYLLECTBMNATLCA [0 Tex Mop, Moka 3annaHupoBaHHbIE
MeponpuaTns He ByayT yCneLwHOo 3aBepLUEHbl, eClN UHOEe
He 0gobpeHO COOTBETCTBYIOLLMM YNOMTHOMOYEHHbIM
nuuom (opraHom) u, B NpUMeHUMon opme,
notpedutenem.

OpFaHI/I3aLIMF| OOJDKHa COXpaHATb OOKYMEHTUPOBaHHYHO
I/IH(bOpMaLIMPO O BbINyCKe npoaykunn n ycnyr.

ﬂ,OKyMGHTMpOBaHHaﬂ I/IH(*)OpMﬂU,I/IFl AOJKHa BKIO4YaTb:

a) CBMAETENbCTBA COOTBETCTBUS KPUTEPUSIM NPUEMKM;

b) npocnexvBaemMocTb B OTHOLWEHUN nnua(nuu),
CaHKUMOHNPOBaBLLEro(1x) BbIMycK.

8.7 Control of nonconforming outputs

8.7.1 The organization shall ensure that outputs

8.7 YnpaBneHue HeCOOTBETCTBYIOLLUMM pe3yribTaTamm
npoueccoB, NnpoAyKuuen u ycrnyramu

8.7.1 OpraHusauua gomkHa obecnevmBaTb
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that do not conform to their requirements are

identified and controlled to prevent their
unintended use or delivery.

The organization shall take appropriate action
based on the nature of the nonconformity and its
effect on the conformity of products and
services. This shall also apply to nonconforming
products and services detected after delivery of
products, during or after the provision of
services.

The organization shall deal with nonconforming
outputs in one or more of the following ways:
a) correction;

b) segregation, containment, return or
suspension of provision of products and
services;

¢) informing the customer;

d) obtaining authorization for acceptance under
concession.

Conformity to the requirements shall be verified
when nonconforming outputs are corrected.

8.7.2 The organization shall retain documented
information that:

a) describes the nonconformity;
b) describes the actions taken;

c) describes any concessions obtained;

d) identifies the authority deciding the action in
respect of the nonconformity.
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NOeHTUMMKALMIO U yNpaBreHne pesyrnbTatamu
MPOLECCOB, NMPOAYKLMM U YCIYT, KOTOpble He
COOTBETCTBYIOT TpeboBaHNAM, ANs npeaoTBpalleHust

X HenpegHamMmepeHHOro Ncnofb3oBaHUA N NOCTaBKWU.

OpraHusauus gormkHa npegnpuHMmMaTh COOTBETCTBYHO-
LuMe OeNCTBUS, UCXOAst U3 XapaKkTepa HECOOTBETCTBUSA U
€ro BNusiHUS Ha COOTBETCTBME NPOaYKUUN U ycnyr. OTo
OOIMKHO NPUMEHATLCS TaKKe K HECOOTBETCTBYHOLLEN
NPOAYKLUM 1 ycryram, BblSIBNIEHHbIM NOCHE NOCTaBKM
NpoayKLuUW, BO BPEMS SN NOCIIE OKA3aHWUs YCIyT.

OpraHuzaumss [OofmKHA  OCYLWECTBNSATb B OTHOLLIEHMU
HECOOTBETCTBYHOLUUX NPOAYKLUUN U yCryr ogHoO unn 6onee
13 criegyowmx 4encTBui:

a) KoppekuMmto,
b) nsonauuio, yoepxaHue, Bo3BpaT WM MPUOCTAHOBKY

NOCTaBKu NpoayKunn n npenocrtaBiieHnda yenyr,

C) UHbopMMpoBaHue noTpebutens;

d) nony4eHne paspeLleHns Ha NPUEMKY C OTKITOHEHUEM.

lMocne BbINOMHEHUA  KOPPEKUUW HECOOTBETCTBYIOLUMX
pe3ynbTaToB NPOLLECCOB MX COOTBETCTBME TpeboBaHMAM
OOMKHO BbITb BEpndULMPOBaHO.

8.7.2 OpraHusauus [ofmKHa COXpaHAaTb AOKYMEHTMPO-
BaHHYI0 MHAOpMaLMIo, KoTopas:

a) onucbiBaeT HECOOTBETCTBUE;
b) onucbiBaeT npeonpuHATLIE AENCTBUS;

C) onuckLiBaeT ntobble nosny4yeHHble paspeweHna Ha OT-
KIOHEeHWne;

d) yKa3biBaeT NOJIHOMO4YHOE ngo mnnn opraH,
npuHnMMarwuwiee peleHne o OEeNCTBMM B OTHOLLEHUN
HECOOTBETCTBUA.

9 Performance evaluation

9.1 Monitoring, measurement, analysis
and evaluation

9.1.1 General

The organization shall determine:

a) what needs to be monitored and measured;
b) the methods for monitoring, measurement,
analysis and evaluation needed to ensure valid
results;

c) when the monitoring and measuring shall
be performed;

d) when the results from monitoring and
measurement shall be analysed and evaluated.
The organization shall evaluate the performance
and the effectiveness of the quality
management system.

The organization
documented

shall retain appropriate
information as evidence of the

9 OueHka PyHKLMOHNPOBAHUS

9.1 MOHUTOPWHT, U3MEepPeHUe, aHanu3 u oLueHkKa

9.1.1 O6LwuMe NonoxeHus

OpraHusauus omKHa onpeaensTb:

a) YTO JO/HKHO NoAnexaTb MOHUTOPUHTY U U3MEPEHNAM;
b) MeToAbl MOHMTOPUWHIA, U3MEPEHUS, @aHaIM3a N OLIEHKM,
HeobxoamMble anst obecneyeHnss JOCTOBEPHbIX pe3y/b-
TaToB;

C) Korga AO/MKHbl MPOBOAMTBLCS MOHUTOPUHI U M3Mepe-
HUS;

d) korga pesynbTaTbl MOHWUTOPWHIA M U3MEPEHUIA AOMXK-
Hbl 6bITb NPOAHANM3MPOBAHbI U OLIEHEHBI.
OpraHu3auus [OKHA OLIeHNBaTb
(DYHKUMOHMPOBAHNA U pe3ynbTaTMBHOCTb
MEHeDKMEHTA KayecTBa.

OpraHusaumus OoSiXKHa COXpaHsATb COOTBETCTBYHOLUYHO AO-
KYMEHTMPOBaHHYIO nHdopMaLmio B KauecTBe
CBUAETENLCTB MOMYYEHHbIX pe3y/bTaToB,
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results.

9.1.2 Customer satisfaction

The organization shall monitor customers’
perceptions of the degree to which their needs
and expectations have been fulfilled. The
organization shall determine the methods for
obtaining, monitoring and reviewing this
information.

NOTE. Examples of monitoring customer perceptions
can include customer surveys, customer feedback on
delivered products and services, meetings with
customers, market-share analysis, compliments,
warranty claims and dealer reports.

9.1.3 Analysis and evaluation

The organization shall analyse and evaluate
appropriate data and information arising from
monitoring and measurement.

The results of analysis shall be used to
evaluate:

a) conformity of products and services;
b) the degree of customer satisfaction;

¢) the performance and effectiveness of the
quality management system;

d) if planning has been implemented effectively;

e) the effectiveness of actions taken to address
risks and opportunities;

f) the performance of external providers;

g) the need for improvements to the quality
management system.

NOTE. Methods to analyse data can
statistical techniques.

include
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9.1.2 YaoBneTBOPEeHHOCTb NoTpeburens

OpraHusauust 4o/mKHa NpOBOAUTL MOHWUTOPWHI AAHHBIX O
BOCNPUATUN I'IOTpe6MTerIEM cTeneHu, C KOTOpOl‘;I BbIMOJ1-
HEHbI €ro TpeGOBaHVIFI n oxupaHusa. OpraHusaums 4onx-

Ha onpeaendTtb METoAbl MOoJlydyeHnd, MOHUTOPUHIa WU
aHann3a 3TuxX AaHHbIX.
NMPUMEYAHMUE. Mpumepsl MOHUTOPUHra BOCNPUATUS

noTpebuTens MoryT BkMoyaTb B ceGst onpocbl noTpeduTenen,
OT3bIBbl NOTPEGUTENEN O MOCTaBMEHHbIX MNPOAYKUUUA U
ycnyrax, BCTpPeYM C MOTpeGUTensamu, aHanus OONnu pbiHKa,
GnarogapHoOCTU, MPETEH3NM Mo rapaHTUAHBIM 0GsI3aTeNbCTBaM U
OTYeTbl AUIEepoB.

9.1.3 AHanus3 u oueHkKa

OpraHusaums [ofkHa aHanusvMpoBaTb W OLEHMBATb
COOTBETCTBYIOLLME AaHHbIE U MHOPMALMIO, NOMyYEHHbIEe
B pe3yrnbTaTe MOHUTOPUHIa U U3MEPEHWIA.

Pe3ynbTaTbl aHanusa AOIKHbl UCMNOMb30BaTLCS ANS
OLIEHKU:
a) COOTBETCTBUSI NPOAYKLNM U YCIYT;

b) cteneHn ynoBneTBOpeHHOCTN NoTpebuTenen;

C) pe3ynbTaToB OeSATENbHOCTU U pe3ynbTaTUBHOCTU CUC-
TeMbl MEHE)KMEHTA KayecTBa;

d) yCnewHo nn BbINOJIHEHbI 3anjlaHMpPoOBaHHbIE MepOo-
NPUATUA;

€) pe3ynbTaTUBHOCTM OEWCTBUIA, NPpeanpUHATbLIX AN
yyeTa pUCKOB U BO3MOXHOCTEN;

f) pesynbTaTtoB (OyHKUMOHMPOBAHUS BHELUHUX
NMOCTaBLLMKOB;

g) HeobXxoaMMocTH ynydweHnda CUCTeMbl MEHEDKMEHTa
Ka4yecTBa.

NMPUMEYAHUE. MeToabl aHanu3a AaHHbIX MOryT BKIHOYaTb
B cebsi cTaTucTnyeckne MeTodbl.

9.2 Internal audit

9.2.1 The organization shall conduct internal
audits at planned intervals to provide
information on whether the quality management
system:

a) conforms to:

1) the organization’s own requirements
for its quality management system;

2) the requirements of this International
Standard,;

b) is effectively implemented and maintained.
9.2.2 The organization shall:

a) plan, establish, implement and maintain an
audit programme(s) including the frequency,
methods, responsibilities, planning requirements
and reporting, which shall take into

9.2 BHyTpeHHuW ayauT

9.2.1 OpraHunsauma [ofmkHa NPOBOAUTb BHYTPEHHUE
ayauTbl Yepes 3anfiaHMpoBaHHble MHTepBarnbl BpPeEMEHH,
4yTOObI MONy4YyaTb MHOPMaLUMO O TOM, YTO CUCTEMA Me-
HeQKMEeHTa KadyecTBa:

a) COOTBETCTBYET:

1) cobcTBEeHHbIM TpeboBaHNUAM opraHM3auUnmn K eé
cucTeMe MeHe)KMeHTa KayecTBa;

2) TpeboBaHusM HacTosiwero MexagyHapogHoro
cTaHpapTa;
b) pe3ynbTaTtMBHO BHEApEHa 1 NogaepKneaeTcs.
9.2.2 OpraHusaums gormkHa:
paspabartbiBaThb,

a) nnaHunpoBaThb, BbIMOJTHATb n

nogdepxveaTtb  nporpammy(bl)  ayauTos, BKIOYas
nepuoanNYHOCTb nx nposeneHus, MeToabl,
OTBETCTBEHHOCTb, TpeGoBaHMsA K MNMNaHUPOBaHWIO WU
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consideration the importance of the processes
concerned, changes affecting the organization,
and the results of previous audits;

b) define the audit criteria and scope for each
audit;

¢) select auditors and conduct audits to ensure
objectivity and the impartiality of the audit
process;

d) ensure that the results of the audits are
reported to relevant management;

e) take appropriate correction and corrective
actions without undue delay;

f) retain documented information as evidence of
the implementation of the audit programme and
the audit results.

NOTE See I1SO 19011 for guidance.

9.3 Management review
9.3.1 General

Top management shall review the organization’s
quality management system, at planned
intervals, to ensure its continuing suitability,
adequacy, effectiveness and alignment with the
strategic direction of the organization.
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OTYETHOCTb, KOTOpble [OOJKHbl Y4YUTbIBATb BaXXHOCTb
npoesepdaemMbiX nMnpoueccoB; WU3MEHEeHUd, BIudalolWMe Ha
opraHmnsauuto, n pes3ynbTaTthbl NpeabliaAywnx ayauTtos;

b) onpenensTtb kpuTepun N 06nacTb NPOBEPKU AN
Kaxxgoro ayauTa;

C) BbibUpaTh ayaMTOpOB 1 NPOBOAUTL ayanUThbl Tak, YTOObI
obecneunBatb 0H6BLEKTUBHOCTL U BGECNPUCTPACTHOCTb
npouecca ayguTa;

d) obecneumBaTtb Nnepedayvy MHopMaumm o pesynbTaTax
ayauUTOB COOTBETCTBYIOLLMM PYKOBOAUTENSM;

€) CBOEBPEMEHHO MnpeanpyHMMaTh HEOOXoaAMMble
KOPPEKLMN U KOPPEKTUPYHOLLME OENCTBUS;

f) coxpaHATb [OOKYMEHTMPOBaHHYI WHOpMaUWio B
KayecTBe CBUAETENbCTB BbINOMHEHUS MPOrpamMmmbl ayauTa
1 pe3ynbTaToB ayaWTOoB.

NMPUMEYAHUE. [Ins pykoBoacTBa cM. ctaHaapT ISO 19011.

9.3 AHanus BbICLULMM PYKOBOACTBOM

9.3.1 O6LWume nonoxeHus

Bbicluee pyKOBOACTBO AOSIXXHO MPOBOAUTL aHaNM3 cucTe

Mbl MeHeI)KMEeHTa KauyecTBa OpraHu3auuM yepes 3anna-
HUPOBAHHbIE MHTEPBAsbl BPEMEHM, YTOBbI 06ecneunBaTb
€€ MOCTOSIHHYIO NPUrOAHOCTb, AlIEKBATHOCTb M pe3ysbTa-
TUBHOCTb, @ TAK)X€ COrNMacoBaHHOCTb CO CTPATErMyeckuMm

HanpaBfeHNEM pa3BUTUSA OpraHM3aLIni.

9.3.2 Management review inputs

The management review shall be planned and
carried out taking into consideration:

a) the status of actions from previous
management reviews;

b) changes in external and internal issues that
are relevant to the quality management system;

¢) information on the performance and
effectiveness of the quality management
system, including trends in:

1) customer satisfaction and feedback
from relevant interested parties;

2) the extent to which quality objectives
have been met;

3) process performance and conformity
of products and services;

4) nonconformities and corrective
actions;

5) monitoring and measurement results;
6) audit results;

7) the performance of
providers;

external

d) the adequacy of resources;

e) the effectiveness of actions taken to address
risks and opportunities (see 6.1);

f) opportunities for improvement.

9.3.2 BxoaHble gaHHbIe Ans aHanus3a BbICLUMM
pyKkoBOACTBOM

AHanu3 BbICLUMM PYKOBOACTBOM [OMKEH NIaHMPOBaTLCA U
NpoBOAUTLCS C YYETOM:

a) cTaTyca AelCTBUiA No pesynbTataMm npeablayLiux aHa-
NM30B BbICLLMM PYKOBOACTBOM;

b) nameHeHUn BO BHELWHWX U BHYTPEHHUX DaKTOpOB,
KacalLMXCcA CUCTEMbl MEHEOXKMEHTA KayecTsa;

C) vHdopmauum o pesynbTatax YHKLUMOHMPOBAHUSA U
pe3ynbTaTMBHOCTM CUCTEMbl MEHEIXMEHTa KayecTBa,
BKItOYas TEHAEHLUMM OTHOCSALLMECS K:

1) yooBneTBOPEHHOCTN NOTPebUTENS 1 OT3blBax OT
COOTBETCTBYIOLLUX 3aVHTEPECOBAHHbIX CTOPOH;

2) cTeneHn JOCTWXKeHWs uernem B obnactu
KayecTBa;

3) pesynbTataMm OYHKLUMOHNPOBAHMUSA MPOLECCOB U
COOTBETCTBUSA NPOAYKLUUN 1 YCHYT;

4) HeCOOTBETCTBUAM U KOPPEKTUPYIOLLUM
JEeNCTBUSIX;

5) pesynbTataMm MOHUTOPUHIa N U3MEPEHUI;

6) pesynbTtatam ayauTos;

7) pesynbTataMm OYHKLUMOHUPOBAHMWS BHELLHUX
MOCTaBLUUKOB;

d) COOTBETCTBUSA PECYPCOB;

€) pes3ynbTaTMBHOCTU  OENCTBUW, MPEAnpPUHATBIX B
OTHOLLUEHMWN PUCKOB U BO3MOXHOCTEN (CM. 6.1);

f) BO3MOXHOCTAM ANs yny4dLlleHus.
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9.3.3 Management review outputs

The outputs of the management review shall
include decisions and actions related to:

a) opportunities for improvement;

b) any need for
management system;

changes to the quality

) resource needs.

The organization shall retain documented
information as evidence of the results of
management reviews.
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9.3.3 Pe3ynbTaTbl aHanu3a BbICLULUM PYKOBOACTBOM

Pe3yanaTb| aHanum3a BbICLUMM PYKOBOACTBOM [OOJIKHbI
BKMOYaTb pelleHna n OEencTBus, OTHOCALLMECS K:

a) BO3MOXXHOCTSIM MO YIy4YLLIEHWIO;

b) nobon HeobxoaANMOCTU U3MEHEHUI CUCTEMBI
MeHeI)KMEeHTa KayecTBa;

¢) noTpebHOCTM B pecypcax.
OpFaHI/ISaLI,VIﬂ OOJDKHa COXpaHATb OOKYMEHTUPOBaHHYHO

Mchopmau,mo B Ka4eCTBe CBMOETENIbCTB pPe3ynbTaToB
aHalnm3a BbICLULMM PYKOBOACTBOM.

10 Improvement
10.1 General

The organization shall determine and select
opportunities for improvement and implement
any necessary actions to meet customer
requirements and enhance customer
satisfaction.

These shall include:

a) improving products and services to meet
requirements as well as to address future needs
and expectations;

b) correcting, preventing or reducing undesired
effects;

c¢) improving the performance and effectiveness
of the quality management system.

NOTE Examples of improvement can include
correction, corrective action, continual improvement,
breakthrough change, innovation and re-organization.
10.2 Nonconformity and corrective action

10.2.1 When a nonconformity occurs, including
any arising from complaints, the organization
shall:

a) react to the nonconformity and, as applicable:

1) take action to control and correct it;

2) deal with the consequences;

b) evaluate the need for action to eliminate the
cause(s) of the nonconformity, in order that it
does not recur or occur elsewhere, by:

1) reviewing and analysing the
nonconformity;

2) determining the causes of the
nonconformity;

3) determining if similar nonconformities
exist, or could potentially occur;

10 Yny4weHue
10.1 O6wume nonoxeHus

OpraHusaumss gorbkHa  onpegensts M BblbupaTb
BO3MOXHOCTM ANA  yhyylweHuss W BHeapaATb nobble
HeobxoauMMble OEVWCTBUS Ans BbIMNONHEHUs TpeboBaHum
notpebutenen 1 NOBLILLEHUS NX YAOBNETBOPEHHOCTN.

370 AOMKHO BKIIOYaTb:

a) ynydlweHue NpoayKumMmn u ycnyr ansi BbIMONTHEHWSA Tpe-
OoBaHMA, a Takke y4yeT Oyaywmnx noTpebHocTen u
OXUAAHWUIA;

b) koppekuuio, NnpegoTBpalleHNe UM CHMWXKEHNE Hexe-
natenbHbIX BO3AENCTBUMN;

C) ynydlleHve pe3ynbTaToB PyHKLMOHMPOBAHUS 1
pe3ynbTaTUBHOCTU CUCTEMbI MEHEXMEHTA KavyecTBa.

MPUMEYAHME. Mpumepbl ynyyweHnsa MOryT BKMYaTb
KOPPEKLUMIo, KOPpPEKTUpyloLlme OencTBMS, MNOCTOAHHOE
yny4lleHve, NnpopbIBHOE U3MEHEHNE, NHHOBaLMIO U
peopraHnsaumio.

10.2 HecooTBeTCTBUS 1 KOPPEKTUpPYIOLLee feNCTBUe

10.2.1 lNpwn NosIBNIEHUN HECOOTBETCTBUSA, BKIOYas
CBA3aHHOE C NPeTeH3nsAMM, opraHu3auuns ormKHa:

a) pearmpoBaTb Ha HECOOTBETCTBME W, B MPUMEHUMON
dopme:

1) npegnpvHuMaTtb OEWCTBUSA MO €ero
yNpaBreHUo 1 KOPPEKLNK;

2) npegnpuHMUMaTh AENCTBUS B OTHOLLEHUMN €ro
nocneacTBui;

b) oueHnBaTb HEOOXOAMMOCTb AENCTBUM A11S1 YCTPAHEHUS
NpuYnH(bl) HECOOTBETCTBUSA C TeM, YTObbI M3bexaTtb ero
NMOBTOPHOTO MOSIBNIEHUSI UMW HE BO3HUKHOBEHUS B PYrOM
MecTe NoCPeaCTBOM:

1) pacCMOTpeHNA N aHannm3a HeECOOTBETCTBUA,
2) onpegeneHna npudinH HeCoOTBETCTBUA;

3) onpeaeneHus, ecTb N NoaoGHble
HECOOTBETCTBUS UMW MOTYT OHM MOTEHLMANbHO
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¢) implement any action needed;

d) review the effectiveness of any corrective
action taken;

e) update risks and opportunities determined
during planning, if necessary;

f) make changes to the quality management
system, if necessary.

Corrective actions shall be appropriate to the
effects of the nonconformities encountered.

10.2.2 The organization shall retain documented
information as evidence of:

a) the nature of the nonconformities and any
subsequent actions taken;

b) the results of any corrective action.
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Npon3onTY;

C) BbINOMHATL Nt06bIE HEOOXOANMbIE OENCTBUS;

d) aHanuaupoBsaTb pe3yrnbTaTUBHOCTb KaXkaoro
NPEANPUHSATOrO KOPPEKTUPYIOLLLETO AENCTBIS;
€) aKTyanusupoeaTtb, NPV HEOGXOOAMMOCTU, PUCKU W

BO3MOXHOCTW, onpeageneHHble B Xoae niaHnpoBaHuA,

f) BHOCWUTB, NMpyn HEOBXOAMMOCTU, U3MEHEHUS B CUCTEMY
MeHeKMeHTa KayecTBa.

KoppekTupylolime OenctBua AOMKHbI COOTBETCTBOBATb
nocneacTBMsIM BbISIBNIEHHbIX HECOOTBETCTBUM.

10.2.2 OpraHusauus JomkHa COXpaHaTb
OOKYMEHTMPOBAHHYO MHPOPMALIMIO KaK CBUAETENBLCTBO!

a) xapakTepa HeCOOTBETCTBUM U NIOOLIX MocnegyoLwmx
npeanpuHATLIX 4EUCTBUN;

b) pe3ynbTaToB NtOGOro KOPPEKTMPYIOLLIETO AEACTBUS.

10.3 Continual improvement

The organization shall continually improve the
suitability, adequacy and effectiveness of the
quality management system.

The organization shall consider the results of
analysis and evaluation, and the outputs from
management review, to determine if there are
needs or opportunities that shall be addressed
as part of continual improvement.

10.3 NMocTosiHHOE yny4llueHue

OpraHusauus OOImKHa NOCTOSIHHO ynydwaTb
NpUroaHOCTb,  aOEeKBaTHOCTb W pe3ynbTaTUBHOCTb
CUCTEMbl MEHeKMeHTa KayecTBa.

OpraHmzaums gorkHa paccmatpuBatb — pesynbTaThbl
aHanu3a W OLUeHKW, a Takke pe3ynbTaTbl aHanusa
BbICLUIMM  PYKOBOACTBOM  ANs  OonpefdeneHus  Toro,
uMmeroTca N notpebHocTM wunM  BO3MOXHOCTW, Ha

KOTOpble OOJIKHbI ObITb HanpaBleHbl yCUITNA B paMKax
MOCTOAHHOIO yny4yLUEHUS.

Annex A

(informative)

Clarification of new
terminology and concepts

structure,

A.1 Structure and terminology

The clause structure (i.e. clause sequence) and
some of the terminology of this edition of this
International Standard, in comparison with the
previous edition (ISO 9001:2008), have been
changed to improve alignment with other
management systems standards.

There is no requirement in this International
Standard for its structure and terminology to be
applied to the documented information of an
organization’s quality management system.

The structure of clauses is intended to provide a
coherent presentation of requirements, rather
than a model for documenting an organization’s
policies, objectives and processes. The
structure and content of documented
information related to a quality management
system can often be more relevant to its users if
it relates to both the processes operated by the
organization and information maintained for
other purposes.

There is no requirement for the terms used by
an organization to be replaced by the terms
used in this International Standard to specify

MpunoxeHune A
(cnpaBo4HoE)

MosicHeHUs K HOBOM CTPYKTYpe, TEPMUHbI
n onpeaeneHnsam

A.1 CTpyKTypa u TepMuHonorus

CTtpykTypa pasgenoB (T.e. UX MOCMegoBaTenbHOCTb) U
HeKoTopble TEePMUHbI B 3TOW pedakuMu HacTOsLLEro
MexagyHapogHoro  CtaHgapta  ObinM M3MEHeHbl Mo
cpaBHeHMO C npegbigywen Bepcuen (ISO 9001:2008)
ans ynyylweHmss  COBMECTUMOCTM C  Apyrumnu
CcTaHAapTaMu Ha CUCTEMbl MEHEKMEHTA.

B HacTosiLeM MexagyHapogHom  CtaHpapte  He
copepxutcs TpeboBaHMe O MNPUMEHEHUU €ro CTPYKTYpbl
N TEPMUHOMOMMN K [OKYMEHTUPOBAHHOW WHGOPMaLMM
CUCTEMbI MEHEXKMEHTA KayecTBa OpraHmn3aumm.

CTpykTypa pasgenoB npegHasHadyeHa B Gonbluei
cTteneHn  Ans obecneueHnss  nocrnegoBaTerNbHOMO
nsnoxeHus TpeboBaHWW, HeXenu CAyXuUTb MOAEnbio
ONa AOKYMEHTUPOBaHMA MOMAWUTUK, Lenen u npoueccos
opraHusaumn. CrpykTypa n cofepxaHue
OOKYMEHTUPOBAHHOW  WHopMaumn, OTHOCALLEenca K
cucTeMe MeHedXXMEeHTa KayecTBa, 3ayacTyld MOXeT
ObITb Oonee nogxoasulen ANA ee MNonb3oBaTenen, ecnu
OHa CBfi3aHa Kak C mMpoueccamu, BbINOMHAEMbIMA B
opraHu3aumu, Tak U ¢ uHdopmauven, nogaepxvBaemMon
Ans apyrux uenemn.

Het TpeboBaHus, 4TOObl TEPMUHBI, UCMOMb3YyeMblE B Op-
raHm3aumu gns yctaHoBreHust TpeboBaHum kK cucteme me-

HeXXMeHTa KadecTBa, OblfiM 3aMeHEHbl Ha TePMUHbI, UC-
=24 -




ISO 9001:2015

quality management system requirements.
Organizations can choose to use terms which
suit their operations (e.g. using “records”,
“documentation” or “protocols” rather than
“documented information”; or  “supplier”,
“‘partner” or “vendor” rather than “external
provider”).

Table A.1 shows the major differences in
terminology between this edition of this
International Standard and the previous edition.
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nonb3yemsbie B HacTosALLEM MexxayHapoaHOM
CraHpgapTe. OpraHusauus MoXeT BbiGpaTb Te TEPMUHBI,
KOTOpble MOAXOAAT ONA ee AesaTenbHocTM (Hanpumep,

NCMoNnb30BaThb  «3anuUCb», «AOKyMeHTauuna» mnn
«TMPOTOKOJ1bI» BMECTO «AOKYMEHTUpoBaHHaA
VIHq)OpMaU,VIﬂ»; nnnm  «NOCTaBLUMK», «MapTHeEpP» WUMnun

«MpoaaBeL» BMECTO «BHELUHWIA MOCTaBLLMK»).

Tabnuua A.1 nokasbiBaeT OCHOBHbIE OTNINYMSA B TEPMUHAX
Mexay 9Tonm pepakuuen Hactoswero MexagyHapogHoro
CraHpgapTa v npeabiayLuen pegakumnen.

Table A.1 — Major differences in terminology between ISO 9001:2008 and ISO 9001:2015
Ta6bnuua A.1 — OCHOBHbIe pacxoXgeHUA B TepMUHonorum mexay |SO 9001:2008 n ISO 9001:2015

IS0 9001:2008

IS0 9001:2015

Products

Products and services

Exclusions

Not used
(See Clause A.5 for clarification of applicability)

Management representative

Not used

(Similar responsibilities and authorities are assigned
but no requirement for a single management repre-
sentative)

cedures, records

Documentation, quality manual, documented pro-

Documented information

Work environment

Environment for the operation of processes

Monitoring and measuring equipment

Monitoring and measuring resources

Purchased product

Externally provided products and services

Supplier

External provider

1SO 9001:2008
[Ipoaykuus
Hckmrouenus

[IpencraBurens pykoBoACTBa

Joxymenranus, PykoBoacTBo no
KauyecTBy, JOKYMEHTHUPOBaHHas
npoiieaypa, 3arnucu

IIpousBoacTBeHHAs cpena

O6opynoBaHue sl MOHUTOPUHTA
U U3MEpPEHUi

3aKyIyIeHHast IPO YKL

ITocTaBmuk

IIponykuus u yciyru
He ucnonn3yercs (cM. npuinoxeHre AS aist TOSCHEHUS TPUMEHUMOCTH)

He ucnonb3yercs (Te ke OTBETCTBEHHOCTH U MIOJTHOMOYHS
HpeANUCcaHbl, HO OTCYTCTBYET TpeOGOBaHUE K HAJUYHIO TPOCTO
(omHOTO) NpeAcTaBUTEJISA PYKOBOJCTBA)

JlokymMeHTHpoBaHHass HHOPMALIHS

Cpena st QyHKIMOHUPOBAHMS IPOLIECCOB

Pecypchl u1s1 MOHUTOpPUHTA U U3MEPEHUN

IIpomykuyst ¥ ycnyry, MOJIy4eHHBIE H3BHE

BHenaui mocTaBIyuk

1SO 9001:2015

A.2 Products and services

ISO 9001:2008 used the term “product” to
include all output categories. This edition of this
International Standard uses “products and
services”. “Products and services” include all
output categories (hardware, services, software
and processed materials).

The specific inclusion of “services” is intended to

A.2 Mpoaykuna n ycnyru

CraHpapt ISO 9001:2008 wucnonb3yetr TepMUH
«NpoayKumnsa», 4Tobbl OXBATUTb BCE KaTEropmm BbIXOAOB.
Ota pepakums HacTosLero MexayHapoaHoro

CTaHgapTa ucronb3yeT TEPMUH «MPOAYKUMS U YCIyrny.
TepMUH «NpoAdyKUMst U ycryru» BKMovaeT B cebsi Bce
KaTeropuu BbIXOLOB (TEXHMYecKMe CpepacTsa, YCnyru,

nporpaMmmHble cpeacTea " obpabaTbiBaemble
maTtepuanbl).
CneumnanbHoe BKIHOYEHUE  «YCryr» npegHasHa4YeHo
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highlight the differences between products and
services in the application of some requirements.
The characteristic of services is that at least part
of the output is realized at the interface with the
customer. This means, for example, that
conformity to requirements cannot necessarily
be confirmed before service delivery.

In most cases, products and services are used
together. Most outputs that organizations provide
to

customers, or are supplied to them by external
providers, include both products and services.
For example, a tangible or intangible product can
have some associated service or a service can
have some associated tangible or intangible
product.

A.3 Understanding the needs and
expectations of interested parties
Subclause 4.2 specifies requirements for the
organization to determine the interested parties
that are relevant to the quality management
system and the requirements of those interested
parties.

However, 4.2 does not imply extension of quality
management system requirements beyond the
scope of this International Standard. As stated in
the scope, this International Standard is
applicable where an organization needs to
demonstrate its ability to consistently provide
products and services that meet customer and
applicable statutory and regulatory requirements,
and aims to enhance customer satisfaction.

There is no requirement in this International
Standard for the organization to consider
interested parties where it has decided that
those parties are not relevant to its quality
management system. It is for the organization to
decide if a particular requirement of a relevant
interested party is relevant to its quality
management system.

A.4 Risk-based thinking

The concept of risk-based thinking has been
implicit in previous editions of this International
Standard, e.g. through requirements for
planning, review and improvement. This
International Standard specifies requirements for
the organization to understand its context (see
4.1) and determine risks as a basis for planning
(see 6.1). This represents the application of risk-
based thinking to planning and implementing
quality management system processes (see 4.4)
and will assist in determining the extent of
documented information.

One of the key purposes of a quality
management system is to act as a preventive
tool. Consequently, this International Standard
does not have a separate clause or subclause
on preventive action. The concept of preventive
action is expressed through the use of risk-
based thinking in  formulating  quality
management system requirements.
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Ana  TOoro, 4TOObl MOAYEPKHYTb pasnuyine mexay
npogykuMem w ycnyramm B 4acTu  MPUMEHEHUS
HeKoTopbIX TpeboBaHuN. XapakTepHOW OCOBEHHOCTbIO

ycnyr sBnseTca TO, 4YTO, MO KpawHewW Mepe, 4YacTb
BblXO4a OCYLEeCTBNSAETCA nNpu B3aMMOOENCTBUMU  C
notpebutenem. OTO  0O3Ha4yaeT, Hafnpumep, YTO

cooTBeTCTBME TpeboBaHMAM He Bcerga MOXeT ObiTb
NoATBEPXKOEHO A0 OKa3aHUs yCcryru.

B 6GonblKHCTBE Ccry4yaeB TEepPMMHbI
YCIyrm» ncnonb3ytTcs BMeECTE.
BbIXO0B, KoTOopble opraHusaumm nocTaensoT
notpeburensam unu nony4yatot oT BHELLHUX
MOCTaBLUMKOB, BKMOYaeT B cebA M npoaykTbl U YCNyru.
Hanpumep, maTtepuanbHas wnu  HemaTepuanbHas
npoayKUna MOXET MMeTb CBS3aHHYHD C HeW ycnyry
Unu ycnyra MOXeT UMETb CBS3aHHYI0 C Hen

MaTepuarbHyr nnmn HemartepuarbHyto NpoayKuuto.

«npoaykuust u
BonblwnHCTBO

A.3 MoHnmaHmne noTpebHOCTEN N OXMOAHUN
3aMHTepecoBaHHbIX CTOPOH

Moapaspen 4.2 ycraHaBnuBaeT TpeboBaHus K
opraHusauum onpeaensTb 3aMHTepecoBaHHble
CTOPOHbl, KOTOPblE MWMEIT OTHOLIEHWe K CcucTeme
MeHePKMeHTa KayecTBa, W TpeboBaHUs  3TUX

3anHTEpPEeCOBaAHHbIX CTOPOH.

OpHako nogpasgen 4.2 He nogpasymeBaeT pacluMpeHve
TpeboBaHMIN K CMCTEME MEHEeIXXMeHTa KayecTBa 3a pamku
obrnactm npumeHeHus Hactoswero MexagyHapogHoro
CraHpapTta. Kak yctaHOoBNeHO B 006nactM npuMMEHEHMs,
HacToawmri MexayHapogHein CTaHOapT npuMMeHseTcs
Toraa, korga opraHusaumm HeobxoanMo
NpogEeMOHCTpMpOBaTb CBOK  CMOCOBHOCTb  MOCTOSHHO
NnocTaBnATb NPOAYKUMIO M YCNyrn, COOTBETCTBYOLLME
TpeboBaHusaM notpebutens " NPUMEHUMbIM
3aKoHOAAaTemNbHbIM W  HOpMaTWBHbIM TpeboBaHuaM, a
TaKke Korga OHa  HaueneHa Ha  MOBblEHWe
YOOBNETBOPEHHOCTM NOTpebuTtens.

B Hactoswem MexagyHapogHom CraHgapte  HeT
TpeboBaHns Kk opraHnsaummn NPUHNUMaTb BO BHUMaHME Te
3aMHTEepecoBaHHble  CTOPOHbl, KOTOpble  OTHECEHb!
opraHu3auven K kaTeropMm He MMEKLUMX OTHOLUEHUSI K
eé cucteme MeHegxmeHTa kayectBa. OpraHusauus
cama peluaeT, ABNAETCA NM KOHKpeTHoe TpeboBaHue
COOTBETCTBYIOLLEN 3anHTEpecoBaHHON CTOPOHBI
OTHOCALLMMCS K €€ cucTeMe MeHe)KMeHTa KayecTsa.

A.4 PUCK-OpUEHTUPOBaAHHOE MbliLUfieHue

KoHuenumnsi puck-opueHTUPOBAHHOIO MbILLSIEHUS NPUCYT
CTBOBasna 1 B NpeablayLmx Bepcusix Hactosilero Mexay
HapogHoro CtaHgapTa, Hanpumep, B TpeboBaHusX k nna
HUPOBaHUIO, aHanNu3y 1 ynydwexuio. Hacrtoawmn Mexay
HapoaHbIi CTaHgapT yctaHaBnmBaeT TpeboBaHuMs K opra
HU3auuM NoHMMaTb eé KOHTeKCT (cM. 4.1) n onpeaenntb
pUCKKW, KaK OCHOBY AN nnaHupoBaHus (cM. 6.1). 3To
oTpaxaeT npuMeHeHne PUCK-OPUEHTUPOBAHHOTO
MbILLMEHUS K NIaHUPOBAHMUIO U BbINONHEHWIO NPOLIECCOB
CUCTEMbI MeHeKMeHTa KadectBa (cm. 4.4) n Oypet
nomoraTb B OnNpeAeneHnun obbema LOKYMEHTMPOBAHHOM
MHdOopMaLU.

OAHO U3 KIMHYEBBLIX HA3HAYEHUI CUCTEMbI MEHEIKMEHTA
KayecTBa COCTOMUT B TOM, YTOObl OHa [OeWcTBOBana Kak
WHCTPYMEHT npeaynpexaeHus. [losToMy HacTosLWwun
MexayHapogHbin  CTaHOapT He uMeeT OTAEeNbHOro
pasgena wnu nogpasgena no npegynpexaarowmnm
aencteusaM. KoHuenuus — npeaynpexgarlmx aencTBun
BblpaxeHa nocpeacTtsom npUMeHeHns puck-
OpPVMEHTUPOBAHHOIO  MbILWMEHNs npu  HPOPMYNMPoBKe
TpeboBaHUM CUCTEMbI MEHE)KMEHTA KayecTBa.
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The risk-based thinking applied in this
International Standard has enabled some
reduction in prescriptive requirements and their
replacement by performance-based
requirements. There is greater flexibility than in
ISO 9001:2008 in the requirements for
processes, documented information and
organizational responsibilities.

Although 6.1 specifies that the organization shall
plan actions to address risks, there is no
requirement for formal methods for risk
management or a documented risk management
process. Organizations can decide whether or
not to develop a more extensive risk
management methodology than is required by
this International Standard, e.g. through the
application of other guidance or standards.

Not all the processes of a quality management
system represent the same level of risk in terms
of the organization’s ability to meet its objectives,
and the effects of uncertainty are not the same
for all organizations. Under the requirements of
6.1, the organization is responsible for its
application of risk-based thinking and the actions
it takes to address risk, including whether or not
to retain documented information as evidence of
its determination of risks.

A.5 Applicability

This International Standard does not refer to
“exclusions” in relation to the applicability of its
requirements to the organization’s quality
management system. However, an organization
can review the applicability of requirements due
to the size or complexity of the organization, the
management model it adopts, the range of the
organization’s activities and the nature of the
risks and opportunities it encounters.

The requirements for applicability are addressed
in 4.3, which defines conditions under which an
organization can decide that a requirement
cannot be applied to any of the processes within
the scope of its quality management system.
The organization can only decide that a
requirement is not applicable if its decision will
not result in failure to achieve conformity of
products and services.

A.6 Documented information

As part of the alignment with other management
system standards, a common clause on
“documented information” has been adopted
without significant change or addition (see 7.5).
Where appropriate, text elsewhere in this
International Standard has been aligned with its
requirements. Consequently, “documented
information” is used for all document
requirements.

Where 1SO 9001:2008 used specific terminology
such as “document” or “documented
procedures”, “quality manual” or “quality plan”,
this edition of this International Standard defines
requirements to “maintain documented
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PVcK-OpreHTUMpOBaHHOE MbILLTIEHNE, MPUMEHsieMoe B

HacTosLEeM MexgyHapogHoM Crangapre,
cnocobcTBOBaANO HEKOTOPOMY CHUXXEHUIO ymucna
npeanucbiBaoLLmnX TpeboBaHun un 3aMEHbl nx

TpeboBaHUAMM, OCHOBaAHHbIMM Ha pe3ynbratax. 3ITO
NoBbICUIO TMOKOCTL MO cpaBHeHuto ¢ ISO 9001:2008 B
TpeboBaHMAX K  npoueccam,  AOKYMEHTUPOBAHHOM
WHopmaLmm 1 0693aHHOCTAM B OpraHM3auuu.

XoTa n.6.1 yctaHaBnMBaeT, YTO OpraHu3auus LOSPKHa
nnaHupoBaTb [OENCTBUS B OTHOLUEHUW PUCKOB, HeET
TpeboBaHNsT NO  MPUMEHEHUIO  OpPManNM3oBaHHbIX
MeToa0B MeHeKMeHTa puckamm unm
OOKYMEHTUPOBAHHOIO Npouecca MeHeMKMEHTa pUCKaMMU.
Opranunsaumm MoryT peliaTb, cnepyet v
paspabarbiBaTb bonee LLUMPOKYHO METOA0Mornto
MEHeKMEHTa puckaMu, YeM 3TO TpebyeTcsl HacTosLW UM
MexayHapogHeim  CTaHaapToMm, Hanpumep, 3a cuyeT
NpPUMEeHeHNst APYrnx pykKoBOACTB UMW CTaHOapTOB.

He Bce npoueccbl CUCTEMbI MEHEIKMEHTa KadecTBa
NpeacTaBnslOT  paBHbIA  YPOBEHb puUcka B 4acTu
CNOCOOHOCTM opraHuM3auun JocTuratb CBOMX Lenen, u
BNUSIHWE HEONPEeOENEHHOCTU He SBMSIeTCA OOWHAKOBbLIM
Ans opraHusauun. B cooTBeTcTBUM C TpeboBaHMSIMU
nogpasgena 6.1 opraHu3aumMsi OTBETCTBEHHa 3a
NPUMEHEHNE PUCK-OPUEHTUPOBAHHOIO MbILISIEHUS, a
Takke 3a OeNcTBMs B OTHOLUEHMM pUCKa, BKIIOYasi
pelleHne, COXpaHATb WU  HET [OKYMEHTUPOBAHHYHO
MHOpMaLMIO, KaK CBUOETENBLCTBO ONpeaerieHns pUCKOB.

A.5 NMpumeHnmocTb

HacTtoawun MexayHapoaHbIi CraHpgapT He
COAEPXUT CCbINMOK Ha «UCKMOYEHUs1» B  OTHOLUEHUU
NPUMEHUMOCTU ero TpeboBaHun K cucteme
MEHeKMEeHTa KayecTBa opraHusaumm. Tem He MeHee,
opraHusaumss MOXET aHanmM3MpoBaTb MNPUMEHUMOCTb
TpeboBaHUN B CBA3M C €€ pa3mMepoM WU CIOXHOCTbIO,
NPUHATONM  MOAENbl  MEeHeKMEHTa, JuanasoHom
OEATENbHOCTU OpraHn3aumMm U XapakTepoM pPUCKOB W
BO3MOXHOCTEIN, C KOTOPbIMW OHa CTankmBaeTcs.

TpeboBaHNss K  MPUMEHMMOCTM  YCTAHOBMEHbI B
noapasgene 4.3, onpeensitoleM YCNoBUs, NPy KOTOPbIX
opraHusauus MOXeT MPUHATb pelleHue, YTO TO WIu
WHoe TpeboBaHMe He MOXeT ObITb NMPUMEHEHO K HU K
OfJHOMY M3 MpPOLECCOB B paMkax 00nacTu npuMeHeHus
cucTeMbl MeHeaXXMeHTa kadecTBa. OpraHusauuss MoxeT
NPUHATL pelleHne, 4YTo TpeboBaHWe HenpuMEeHUMO,
TONMbKO ecnu 3TO pelleHne He npuBegér K eé
HecnocobHocTn obecneynBaTb COOTBETCTBME NMPOAYKLINUM
W yCnyr.

A.6 lokymeHTUpoOBaHHasa uHopmaLums

B pamkax cornacoBaHus ¢ gpyrumu ctaHgapTaMm Ha cuc
TeMbl MeHemKMeHTa obwwui pasgen «[JoKyMeHTUpo
BaHHasi MHhopMaLmsi» OblN NPUHAT 0€3 CyLLLECTBEHHbIX N3
MEHEHW UNn AonosiHeHun (cMm. 7.5). Tam, rae BO3MOXHO,
TeKCT HacToswero MexayHapogHoro CtaHgapTa 6bin npu
BeJEH B COOTBETCTBME C 3TMMU TpeboBaHusimu. CooT
BETCTBEHHO, TEPMUH «JOKYMEHTUPOBaHHas vHpopma-
LMA» NpMMeHsieTcst BO Bcex TpeboBaHMsAX K

OOKyMeHTauunn.

Tam, roe B ISO 9001:2008 wcnonb3oBanucb
cneuuanbHble TEpMUHbI, TakKMe KaK «OOKYMEeHT» Wnu
«[JOKYMEHTUPOBaHHbIE NpoLeaypbl», «PYyKOBOACTBO MO
KayecTBY» WIM «MNnaH KadecTBay, B HacTosLLel

Bepcun MexayHapoaHoro
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information”.

Where 1ISO 9001:2008 used the term “records”
to denote documents needed to provide
evidence of conformity with requirements, this is
now expressed as a requirement to “retain
documented information”.

The organization is responsible for determining
what documented information needs to

be retained, the period of time for which it is to
be retained and the media to be used for its
retention.

A requirement to “maintain” documented
information does not exclude the possibility that
the organization might also need to “retain” that
same documented information for a particular
purpose, e.g. to retain previous versions of it.

Where this International Standard refers to
“information” rather than “documented
information” (e.g. in 4.1: “The organization shall
monitor and review the information about these
external and internal issues”), there is no
requirement that this information is to be
documented. In such situations, the organization
can decide whether or not it is necessary or
appropriate to maintain documented information.

A.7 Organizational knowledge

In 7.1.6, this International Standard addresses
the need to determine and manage the
knowledge maintained by the organization, to
ensure the operation of its processes and that it
can achieve conformity of products and services.
Requirements regarding organizational
knowledge were introduced for the purpose of:

a) safeguarding the organization from loss of
knowledge, e.g.

— through staff turnover;

— failure to capture and share information;

b) encouraging the organization to acquire
knowledge, e.g.

— learning from experience;

— mentoring;

— benchmarking.

A.8 Control of externally provided
processes, products and services

All forms of externally provided processes,
products and services are addressed in 8.4, e.g.
whether through:

a) purchasing from a supplier;
b) an arrangement with an associate company;
C) outsourcing processes to an external provider.

Outsourcing always has the essential
characteristic of a service, since it will have at
least one activity necessarily performed at the
interface between the provider and the
organization.

TpeboBaHus  «nogdepxmBatb  AOKYMEHTUPOBaHHYHO
MHdOpMaLULIO».

Tam, rge B 1ISO 9001:2008 ucnonb3oBarncs TePMUH «3a
nucu»  ana obo3HadyeHus [OOKYMEHTOB, HeobXoanMmbix
ana  obecnedveHus CBMOETENbCTB COOTBETCTBUS
TpeboBaHuAM, cenvac 3TO BbIpaXeHo kKak TpeboBaHue
«COXPaHATb AOKYMEHTUPOBAHHYIO MHPOPMaLMIO.
OpraHunsaumst HeceT OTBETCTBEHHOCTb 3a onpefeneHuve,
KaKyto OOKYMEHTUPOBaHHYK WHdOpMaunio Heobxoammo
COXpaHATb, KakoOW Mepuog BPEMEHM U KakOW HOCUTENb
OyaeT Mcnonb3oBaThCs A5 er0 COXPaHEHUS.

TpeboBaHne  «nogdepXuBaTb»  AOKYMEHTUPOBAHHYHO
WH(OPMaLNI0O HE WCKYaeT BO3MOXHOCTU TOro, 4TO
OopraHuMsauum MoXeT Takke NoTpeboBaTbCA «COXPaHSATbY
3Ty e [OOKYMEHTUPOBaHHYK MHGOpMauuio Anst 0coboro
Ha3HayeHusi, HanpuMmep, COXpaHATb €€ npeabiaywne
Bepcuu.

Tam, rge HacToawwmn MexgyHapogHbeii CTaHAapT UCnorb
3yeT TEPMUH «MHOPMaLNS» BMECTO «AOKYMEHTUPOBAH
Hast uHopmauusa» (Hanpumep, B 4.1: «OpraHusauus
OOIMKHa OTCrnexmBaTb M aHanuMampoBaTb WHOpMaLmio
06 3TWMX BHELWHMX W BHYTPEHHMX cpakTopax»), 3TO He
O3HavyaeT TpeboBaHMsA, 4TO 3Ta MHAOPMaUMsS [OIDKHA
ObITb JOKYMeHTMpoBaHa. B Takmx crniyyasx opraHusauums
MOXET cama pelwaTtb, SBNSeTCa M noaaepKaHue
AOKYMEHTUPOBaHHOW MHOpMaumeln HeobXoauMbIM MUnn
NPYMEHUMbIM.

A.7 3HaHuMA opraHM3auumu

B paspgene 7.1.6 HacToswero MexayHapogHoro CtaHaap-
Ta ycTaHOBNEeHa HeobOXOAMMOCTb onpegensTb U ynpaB
NATb 3HaHUSAMU, NOAAEPXKUBAEMbIMU OpraHM3aumen ans
obecneyeHns QYHKLMOHMPOBaAHUA €€ npoLeccoB U
OOCTWMXXEHNA COOTBETCTBUANPOAYKLMN U YCIIYT.
TpeboBaHMs, OTHOCALWMECHA K 3HAHWSM OpraHuM3auumu,
ObINM BBEAEHbI CO CriefyoLMM nNpegHasHavYeHneM:

a) 4ns 3aWmThbl OpraHnu3aumm oT NoTepun 3HaHUNR,
Hanpumep,

— Npu CMEeHe nepcoHana;

— NpWY HEBO3MOXHOCTU Mony4vyeHus unm obmeHa nHdop-
Maumen;

b) ons moTMBaumMM opraHu3aumm K NONyYEHUIO 3HAHWIA,
Hanpumep, C MOMOLLIbIO

— W3Yy4eHUs HaKOMNNEHHOro OnbITa;

— HaCTaBHMYECTBa;

— 6eHYmMapkuHra.

A.8 YnpaBneHue BHeLUHe NocTaBnsieMbIMU
npoaykuuen n ycnyramu

Bce dopmbl  BHewHe nocTaBnseMblX — MNPOLECCOB,
npoayKkuMm W ycnyr pacCcMOTpeHbl B noapasgene 8.4,
Hanpumep, NoCpeaCTBOM:

a) 3aKymnKu y NoCTaBLUMKA;

b) cornaweHns c komnaHven, ABNSOLENCS NapTHEPOM;

C) mepefayn NpoLECcCOB Ha ayTCOPCWMHI BHELUHEeMY Moc-
TaBLUKKY.

AyTCOPCUHT BCErfa MMeeT CYLLEeCTBEHHYHO XapakTepucTyu-
Ky ycnyru, Tak kak 6yaet umeTb xoTs 6bl oguH BUA, Oesi-
TenbHOCTN, 00s3aTenbHO BBLIMOMHAEMbIA NpU  B3aWMO-
AeNCTBUM NOCTaBLLMKa U opraHM3aLuu.
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The controls required for external provision can
vary widely depending on the nature of the
processes, products and services. The
organization can apply risk-based thinking to
determine the type and extent of controls
appropriate to particular external providers and
externally provided processes, products

and services.
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Mepbl  ynpaBneHusi, Tpebyemble Ons  BHELUHUX
nocTaBoK, MOryT  3HauYWTENbHO  pasnuyatbCcs B
3aBMCUMOCTU OT XapakTepa MpOLEeCccOoB, MPOAYKLUUN U
ycnyr. OpraHusauust MoXeT MNPUMEHSATb PUCK-OPUEHTU-
poBaHHOE MbILMeHne ANa ornpefeneHust Tuna u obbema
Mep ynpaBneHus, MNOAXOAAWMX AN KOHKPEeTHOro
BHELUHEro  MOCTaBWMKa U BHELIHE MNOCTaBMSAEMbIX
MPOLLECCOB, NPOAYKLMMN U YCITYT.

Annex B
(informative)

Other International Standards on
guality management and quality
management systems developed by
ISO/TC 176

The International Standards described in this
annex have been developed by ISO/TC 176 to
provide supporting information for organizations
that apply this International Standard, and to
provide guidance for organizations that choose
to progress beyond its requirements. Guidance
or requirements contained in the documents
listed in this annex do not add to, or modify, the
requirements of this International Standard.

Table B.1 shows the relationship between these
standards and the relevant clauses of this
International Standard.

This annex does not include reference to the
sector-specific quality management system
standards developed by ISO/TC 176.

This International Standard is one of the three
core standards developed by ISO/TC 176.

— 1SO 9000 Quality management systems —
Fundamentals and vocabulary provides an
essential

background for the proper understanding and
implementation of this International Standard.
The quality management principles are
described in detail in ISO 9000 and have been
taken into

consideration during the development of this
International Standard. These principles are not
requirements in themselves, but they form the
foundation of the requirements specified by this
International Standard. 1ISO 9000 also defines
the terms, definitions and concepts used in this
International Standard.

— ISO 9001 (this International Standard)
specifies requirements aimed primarily at giving
confidence in the products and services provided
by an organization and thereby enhancing
customer satisfaction.

Its proper implementation can also be expected
to bring other organizational benefits, such as
improved internal communication, better
understanding and control of the organization’s
processes.

MpunoxeHne B
(cnpaBo4HoE)

Apyrve MexayHapogHble CTaHaapThl
MeHeAXKMeHTa KayecTBa U CUCTEMbI
MeHeXKMEHTa KayecTBa, pa3paboTaHHble
ISO/TC 176

MexaoyHapoaHble  CTaHO4apThl, OMUCaHHblE B  3TOM
npunoxexnunn, 6binn paspabotaHbl ISO/TC 176, 4TOObLI
obecneuntb noagepXxmeatoLlen nHopmaumen
opraHmsaumu, KoTopble NPUMEHSIIOT HacToALLMMI
MEeXAyHapOoAHbIN CTaHAapT, Y NPeaoCcTaBuUTb PYKOBOACTBO
TEM M3 HUX, KOTOpble peLlalT pasBuMBaTbCA CBEPX
TpeboBaHW HacToswero craHgapta. PykoBogswme
yKkasaHua  unm  TpeboBaHusa,  copepxaliuecs B
OOKYMEHTaXx, NepeyncrieHHbIX B HACTOSALLEM NPUMOXKEHNN,
He pacwupsitoT WM He MoanduuMpyloT TpeboBaHus
HaCTOSLLEro MeXxayHapoagHoro ctaHgapTa.

Tabnuua B.1 nokasbiBaeT B3aMMOCBSI3b MexXdy 3TUMMU
CTaHJapTamMu M COOTBETCTBYIOLLMM MONIOXEHUAM 3TOrO
MeXOyHapOo4HOro ctaHgapTa.

OTO0 npunoxeHve He BKMYaeT B cebs CCbIIKy Ha
oTpacrneBble CTaHAApTbl CUCTEM MEHEeKMEHTa KayecTBa,
pa3paboTaHHble ISO/TC 176.

HacToswun mexayHapoaHbIn cTaHgapT - OAWH U3 Tpex
OCHOBHbIX CTaHAapTOB, pa3paboTaHHbIx ISO/TC 176.

- I1ISO 9000 - «Cuctembl MeHemKMeHTa KayecTBa.
OCHOBHbIe MOJIOKEHUA U cnoBapb» - obecnednBaeT
HeoOXO4MMYK0 OCHOBY ANsi MPaBWbHOTO MOHUMAHUS W
BHEApEHMs aToro MeXOyHapOAHOro cTaHgapTa.
MpyHLUMNBbI MEHEMKMEHTA KadecTBa OnucaHbl Nogpo6HO B
ISO 9000 »n 6bIMM MNpPUHATBI B paccMOTpeHuMe B Xode
pa3paboTku 3TOro craHgapta. ATWM MPUHUMNBI cCaMy Mo
cebe He gaBnsitoTcs TpeboBaHMAMU, HO OHW COCTaBMAOT
OCHOBY TpeboBaHWWA, OMpefeneHHbIX B  HACTOsILLEM
MeXayHapoaAHOM cTaHgapTe. ISO 9000 Takke
yCTaHaBnNMBaeT TEpPMUHbl, OMNPederieHnss U MNOHSATUS,
ncnonb3yemble B HacTosLEeMm MeXayHapOAHOM
cTaHgapTe.

- ISO 9001 (HacTosiIlWMI MexXayHapoOHbIM CTaHaapT)
onpegensiet TpeboBaHus, HanpaeBneHHbIE, NPeXxae BCero,
Ha nNpefocTaBrneHne YBEPEHHOCTM MPOAYKUMM U yCIyram,
npeaocTaBnsieMbiM OpraHu3auuen, noBbiwas TeM caMbiM
YOOBMNETBOPEHHOCTb  KNMeHToB. Ero  Hagnexawee
BHEApPEHME, KaK OXuaaeTcd, NpuUHeceT Takke Aapyrue
OpraHu3auMoHHblE NMPEMMYLLECTBA, TakMe Kak yny4lleHue
BHYTPEHHEN KOMMYHMKaUWW, Jydllee MOHUMaHWE W
ynpaBsreHne npoLeccamy opraHM3aunm.
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— 1SO 9004 Managing for the sustained
success of an organization — A quality
management approach

provides guidance for organizations that choose
to progress beyond the requirements of this
International Standard, to address a broader
range of topics that can lead to improvement of
the organization’s overall performance. ISO
9004 includes guidance on a self-assessment
methodology for an organization to be able to
evaluate the level of maturity of its quality
management system.

© HeodmumanbHbin nepesoa Bureau Veritas Certification Rus. Bepcus 01.02.2016

- ISO 9004 «MeHemXMeEHT YCTOMYMBOro pa3BUTUA
opraHusauuMm» - [MOAX04 MeEHeMKMEeHTa KayecTBa
obecrneunBaeT  opraHusaumsiM,  KoTopble  Bblbpanu
nporpecc, BbIXoAsLWLMIA 3a pamkn TpeboBaHWI HAaCTOSILLENO
MexgyHapogHoro craHgapTta, 4ToObl OxBaTUTb Oornee
LUMPOKUA KpYyr BOMPOCOB, KOTOpble MOryT MPUBECTU K
yNnydleHnio obuero YHKLMOHMPOBAHMS OpraHuM3aLmu.
ISO 9004 copepXuT pekomMeHZauuu no MEeTOAO0Nornu
CaMOOLLEHKMN ans opraHmMsauum, YTOObI NMeTb
BO3MOXHOCTb OLIEHWUTb YPOBEHb 3pernocTu CUCTEMbI
MeHeKMEHTAa Ka4yecTBa.

The International Standards outlined below can
provide assistance to organizations when they
are establishing or seeking to improve their
quality management systems, their processes or
their activities.

— ISO 10001 Quality management — Customer
satisfaction — Guidelines for codes of conduct
for organizations provides guidance to an
organization in determining that its customer
satisfaction provisions meet customer needs and
expectations. Its use can enhance customer
confidence in an organization and improve
customer understanding of what to expect from
an organization, thereby reducing the likelihood
of misunderstandings and complaints.

— ISO 10002 Quality management — Customer
satisfaction — Guidelines for complaints
handling in organizations provides guidance on
the process of handling complaints by
recognizing and addressing the needs and
expectations of complainants and resolving any
complaints received.

ISO 10002 provides an open, effective and easy-
to-use complaints process, including training of
people. It also provides guidance for small
businesses.

— ISO 10003 Quality management — Customer
satisfaction — Guidelines for dispute resolution
external to organizations provides guidance for
effective and efficient external dispute resolution
for product-related complaints. Dispute
resolution gives an avenue of redress when
organizations do not remedy a complaint
internally. Most complaints can be resolved
successfully within the organization, without
adversarial procedures.

— 1SO 10004 Quality management — Customer
satisfaction — Guidelines for monitoring and
measuring provides guidelines for actions to
enhance customer satisfaction and to determine
opportunities for improvement of products,
processes and attributes that are valued by
customers. Such actions can strengthen
customer loyalty and help retain customers.

— 1SO 10005 Quality management systems —
Guidelines for quality plans provides guidance

Memu,yHapongle CTaHAapTbl, NpuBeAeHHble HWXE, MOryT
OKa3biBaTb MOMOLb OpraHun3auuam, Korga OHWM co3garoT
Unn CTpeMdaTcda yny4dwaTtb CBOU CUCTEMbl MEHEePKMEHTa
Ka4yecTBa, npoueccbl Unn suabl AeATENTbHOCTU.

Cranpgapt ISO 10001 «MeHemXMeHT KauecTBa.
YpoBneTBOpeHHOCTbL NoTpebutenen. PykoBopgsliune
yKazaHMA NoO npakTUKe MNOBeAeHUA»  COAEPXUT

PyKOBOACTBO AJA opraHu3auun no yCTtaHOBJIEHUKO TOrO,

COOTBETCTBYKOT JIN €€ T[OCTaBKU n0Tpe6|/|Temo ero
I'IOTpe6HOCTﬂM n OXnaaHnam B uenax ero
yAoOBIETBOPEHUA. x nNpUMEeHeHne MOXeT YCUInTb

JoBepue noTpebutens K opraHvMsauuMu M MOBLICUTH €ro
NOHUMaHWE B TOM, YTO OXMaaTb OT OpraHu3auumn, CHUXas,
TEM CaMbIM, BEPOSATHOCTb HELONOHNUMAHUA U Xanob.
Cranpgapt ISO 10002 «MeHemXMeHT KauecTBa.
YpoBneTBopeHHOCTbL MNoTpebutenen. PykoBopgslive
yKaszaHuUA Mo obpaleHn0 C NPeTeH3UAMMU» COAEPXKUT
PYKOBOACTBO MO OBpalLeHuto ¢ NpeTeH3nsamMm n xanobamm
nyTem npuU3HaHWss M paccMOTpeHus notpebHocTen u
OXUOAHWA  Kanywwuxcsd W paspelleHus  nobdbix
noctynuewunx npeteHsun. [SO 10002 onucbiBaet
OTKPbITbIA, pPe3ynbTaTUBHbLIA M NErkMi B UCMNOMb30BaHUN
cnocob obpalleHnsi ¢ NPeTeH3nAMK, BKMoYasi NOAroTOBKY
nepcoHana. OH Takke COOepXUT PYKOBOASLINE yKa3aHUA
AN ManbIX NpeanpusiTun.

Cranpapt ISO 10003 «MeHemXMeHT KauecTBa.
YpoBneTBopeHHOCTbL noTpebutenen. PykoBopgswme
yKazaHUi NoO paspelleHud CrnopoB € MNOMOLWbIO
BHEWHeW nNoAAEepXKKU» COLAEPXKUT PYKOBOACTBO MO
pes3ynbTatMBHOMY ©N  3MMEKTUBHOMY  paspeLueHuto
NPeTeH3Un, OTHOCALUMXCA K MPOAYKUMM, C MOMOLLBIO
BHELUHUX MHCTaHLUN. PaspelueHune crnopos c
npuBnevYeHnem BHELLHMX MHCTaHUM nossonsieT
Mcrnonb3oBaTh LUMPOKUIA Habop KOMMEHcaUMNn B cry4asx,
Koraa opraHusaumsi He MOXeT YOOBNeTBOPUTb NPeTeH3nto
COBOCTBEHHbIMKU cUNaMKU. BOMbLUMHCTBO NPETEH3UI MOXeT
OblTb paspelleHo YCMELWHO BHYTPU oOpraHudauun, 6es
npoueayp NPOTUBOCTOSAHUS.

CraHgapt ISO 10004 «MeHemXMeHT Ka4vecTBa.
YooBneTBopeHHOCTbL noTpebutenen. PykoBopsuive
yKazaHUi N0 MOHUTOPUHIY U U3MEPEHUID CTeneHwu
YAOBNETBOPEHHOCTU noTtpebutenen» coaepXuT
PYKOBOACTBO NO  MOBLILWEHUIO  YAOBMNETBOPEHHOCTU
notpedbutenern U BbISIBIEHUIO BO3MOXHOCTEW  Ans
ynydleHnsa npoaykumm, npoLeccoB W XapaKTepuUCTUK,
KOoTOpble SBNSAOTCA  LUEHHbIMM Ana  notpebutenen.
MogobHble  OEencTBUS  MOTYT  YKPENWUTb  JOSINBbHOCTb
notpedurtenen n NOMoYb COXPaHUTb UX.

- 1SO10005 «Cuctembl MeHegXMeHTa
PykoBopsilime yKaszaHuMA MO niaHam

KadyecTBa.
KayecTBa»
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on establishing and using quality plans as a
means of relating requirements of the process,
product, project or contract, to work methods
and practices that support product realization.
Benefits of establishing a quality plan are
increased confidence that requirements will be
met, that processes are in control and the
motivation that this can give to those involved.

— 1SO 10006 Quality management systems —
Guidelines for quality management in projects is
applicable to projects from the small to large,
from simple to complex, from an individual
project to being part of a portfolio of projects.
ISO 10006 is to be used by personnel managing
projects and who need to ensure that their
organization is applying the practices contained
in the ISO quality management system
standards.

— ISO 10007 Quality management systems —
Guidelines for configuration management is to
assist organizations applying configuration
management for the technical and administrative
direction over the life cycle of a product.
Configuration management can be used to meet
the product identification and traceability
requirements specified in this International
Standard.

— ISO 10008 Quality management — Customer
satisfaction — Guidelines for business-to-
consumer electronic commerce transactions
gives guidance on how organizations can
implement an effective and efficient business-to-
consumer electronic commerce transaction (B2C
ECT) system, and thereby provide a basis for
consumers to have increased confidence in B2C
ECTs, enhance the ability of organizations to
satisfy consumers and help reduce complaints
and disputes.

— ISO 10012 Measurement management
systems — Requirements for measurement
processes and measuring equipment provides
guidance for the management of measurement
processes and metrological confirmation of
measuring equipment used to support and
demonstrate compliance with metrological
requirements. 1ISO 10012 provides quality
management criteria for a measurement
management system to ensure metrological
requirements are met.

— ISO/TR 10013 Guidelines for quality
management system documentation provides
guidelines for the development and maintenance
of the documentation necessary for a quality
management system.

ISO/TR 10013 can be used to document
management systems other than those of the
ISO quality management system standards, e.g.
environmental management systems and safety
management systems.
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COLEPXUT PYKOBOACTBO MO pa3paboTke M MPUMEHEHMIO
nnaHoB KayecTBa kak crocoba COOTHecTU TpeboBaHus K
npoueccy, npoaykuun, MpPOeKTY WM KOHTPaKTy C
MeTo4aMM M NPAKTUKOW BLINOMHEHUS paboT, KOTopble
CMocOoOCTBYIOT  CO3QaHUIO  npogykuuu.  Bbirogbl  oT
pa3paboTku NfaHoOB KayecTBa 3akfio4valTcsi B pOCTe
[oBepust K ToMy, 4Yto TpeboBaHus 6yayT BbIMNOSHEHbI, YTO
npoueccbl OyayT HaxoAMTbCA Non yNpaBlieHWEM U B
MOTMBaLMW TEX, KTO BOBMEYEH B COOTBETCTBYHOLLYIO
paborty.

CraHpgapt I1SO 10006 «Cuctembl MeHemXMeHTa
KayecTBa. PykoBoasiume ykasaHUA No MeHemKMEeHTy
KayecTBa B NpoeKTax» MPUMEHUM K MNpoekTam — OT
ManbiX 00 OOonblUMX, OT MNPOCTbIX A0 CHOXHbIX, OT
OTAENbHbBIX NMPOEKTOB 4O MPOEKTOB, ABMSIOLNXCS YaCTbiO
COBOKYMHOCTU npoekToB. 1ISO 10006 crnenyeT nNpUMeEHsITb
nepcoHany, ocyLLeCcTBAIOLWEMY MEHEOAXKMEHT NPOEKTOB, a
Takke TeM, KTO Hy»KAaeTcsl B 0becneyeHnmn Toro, 4Tobbl nx
opraHmMsaumMsi Ha npakTUKe MpUMeEHsNa MOSOXeHUs,
cogepxawmeca B cemenctse crtaHgaptoB ISO Ha
CUCTEMbI MEHE)KMEHTA KayecTBa.

CraHpgapt I1SO 10007 «Cuctembl MeHeOKMeHTa
KayecTBa. PykoBoasime ykasaHUA No MeHemKMEeHTy
KOHcurypaumm» SBNSeTCS NOMOLUHUKOM OpraHu3aumsim,
NMPUMEHSIOWNM  MEHeKMEHT  KOHdurypaumm  gns
TEXHUYECKOrO W aAMUHUCTPATMBHOIO pyKoOBOACTBA B

paMKax >XW3HEeHHOro uukKna npoaykuunn. MeHemKXmMeHT
KOHCbVII'ypaLI,VIVI MOXeT ObITb ncnoJjib3oBaH ana
BbIMOJIHEHUNA Tpe6OBaHI/Il7I K I/ID,eHTVI(bMKaLI,VIVI n

NPOCNEXMBAaEMOCTU MNPOAYKUWUW, YCTaHOBMEHHbIX B 1SO
9001.

Cranpgapt ISO 10008 «MeHemXMeHT KauecTBa.
YpoBneTBopeHHOCTbL notpebutens. PykoBopgswme
yKa3aHUsA Mo 3NEeKTPOHHOMY OOGMeHy KoMMep4eCcKOW
MHdopmaLmen c notpedutTenaMmmn» coaepxuT
PYKOBOACTBO MO TOMY, Kak OpraHu3auusa MoxeT BHEOPUTb
cucrtemy pe3ynbTaTtuBHOIoO 7 3 PeKTUBHOIO
3MNEKTPOHHOIO OOMeHa KOMMepYecKon WHdopmaunen, u
TeM cambiM CO34aTb OCHOBY Afsi MOBbILIEHUSA OOBEPUS CO
CTOPOHbI MOKynatenem K 3TOW CUCTEME, MNOBLICUTb
CNocobHOCTb OpraHu3aummn yaoBneTBopsATb NoTpebutenen

N CHMU3NTb KOMWYECTBO MNPETEH3UN U KOHQMUKTHbIX
cuTyaummn.
CraHpgapt ISO 10012 «CuctemMbl MeHemXMeHTa

M3MepeHMﬁ. PYKOBO,CI,HLIJME YKa3aHuda Nno MeHegXMeHTYy
npoueccoB u3mMepeHusa» COLEPXKUT pPYKOBOOACTBO MO
MEeHeP)KMEHTY N3MepUTENbHbIX npoueccos n
MeTposiorn4eckomy noaTBepXaeHuto COOTBETCTBUA
NpUMEHAEMOro n3mepuTeribHoro 060py,D,OBaHI/IF| B Uenax

obecneyeHus " OeMOoHcTpauuu COOTBETCTBUSA
MeTPOrIorMyecknm TpeboBaHusM. ISO 10012
yCTaHaBnMBaeT KpUTEPUM MeEHeKMeHTa KayecTBa B

cucTemMax MeHemKMeHTa M3MepeHun ans obecneveHus
Toro, 4TtoGblI MeTponorndyeckne TpeboBaHWS  ObinK
BbINOJTHEHBI.

CraHpgapt ISO/TR 10013 «PykoBoasiwime ykasaHusi no
DOKYMeHTauumM CcucTeMbl MeHeaXXMeHTa KadecTBa»
COAEPXUT PYKOBOACTBO MO pa3paboTke M NPUMEHEHMIo
OOKyMeHTauuu, Heobxoaumon ans cucTembl
MeHemkMeHTa kadectBa. ISO/TR 10013 moxeT ObiTb
MCnonb3oBaH Anst LOKYMEHTUPOBAHUS U OPYrUX CUCTEM
MEHEeI)KMEHTa, OTNIMYHbLIX OT TeX, KOTOpble OnucaHbl B
cemenctBe crtaHgapTtoB ISO Ha cucTteMbl MEHemKMeEHTa
KayecTBa, Hanpumep, ANS [OOKYMEHTUPOBAHUS CUCTEM
3KOMOrMMYeckKoro MeHeIKMeHTa U CUCTEM MEeHEeIKMeHTa
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— ISO 10014 Quality management —
Guidelines for realizing financial and economic
benefits is addressed to top management. It
provides guidelines for realizing financial and
economic benefits through the application of
quality management principles. It facilitates
application of management principles and
selection of methods and tools that enable the
sustainable success of an organization.

— ISO 10015 Quality management —
Guidelines for training provides guidelines to
assist organizations in addressing issues related
to training. 1SO 10015 can be applied whenever
guidance is required to interpret references to
“education” and “training” within the 1ISO quality
management system standards. Any reference
to “training” includes all types of education and
training.

— ISO/TR 10017 Guidance on statistical
technigues for ISO 9001:2000 explains statistical
techniques which follow from the variability that
can be observed in the behaviour and results of
processes, even under conditions of apparent
stability. Statistical techniques allow better use of
available data to assist in decision making, and
thereby help to continually improve the quality of
products and processes to achieve customer
satisfaction.

— ISO 10018 Quality management —
Guidelines on people involvement and
competence provides guidelines which influence
people involvement and competence. A quality
management system depends on the
involvement of competent people and the way
that they are introduced and integrated into the
organization. It is critical to determine, develop
and evaluate the knowledge, skills, behaviour
and work environment required.

— ISO 10019 Guidelines for the selection of
quality management system consultants and use
of their services provides guidance for the
selection of quality management system
consultants and the use of their services. It gives
guidance on the process for evaluating the
competence of a quality management

system consultant and provides confidence that
the organization’s needs and expectations for
the consultant’s services will be met.

— SO 19011 Guidelines for auditing
management systems provides guidance on the
management of an audit programme, on the
planning and conducting of an audit of a
management system, as well as on the
competence and evaluation of an auditor and an
audit team. 1ISO 19011 is intended to apply to
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©e3onacHocTL.
CraHgapt ISO 10014 «MeHemXMeHT Ka4vecTBa.
PykoBopgswue yKasaHus no npunobpeTeHUro

(pMHAHCOBbLIX N 3IKOHOMMYECKUX BbIroA» aapecoBaH
BbiclleMy pykoBoacTBy. OH OOEepXMT PYKOBOACTBO MO
nonyyeHnto  PUHAHCOBbIX W  3KOHOMUYECKUX BbIFOA
nocpeacTBOM MPUMMEHEHMSI MPUHLUMNOB MEHeOXMeEHTa
kayectBa. OH CTUMynNupyeT npUMEHEHWEe MPUHLMNOB
MeHeKMeHTa, a Takke BblOOp MEeToOOB W CPeacTs,
KOTOopble CnocobHbl 0Gecneuntb YCTOMYMBBIA  yCnex
opraHusaumm.

CraHgapt ISO 10015 «MeHemXMeHT Ka4vecTBa.
PykoBopgsiliue ykasaHusi Nno nNogroToBKe nepcoHana»
COLEpPXWUT PYKOBOACTBO, MNOMOrarwllee opraHMsauun B
pacCMOTPEHUN  BOMPOCOB,  KaCalLMXCSH  NOATOTOBKM
nepcoHana. 1ISO 10015 wmoxeT OblTb NpUMEHUM Be3ae,
roe TpebyeTcst pyKOBOACTBO AN MHTEpnpeTaummn CCbINoK
B cemencTtse ctaHgapToB ISO Ha cuctembl MEHeOXMeHTa
KayecTBa Ha «obpasoBaHune/obydeHne» u «NoAroTOBKYY.
Jliobaa ccbinka Ha «MNOArOTOBKY» BKMOYAKT BCE BUAbI
00y4yeHns 1 NoaroToBKuU.

CraHpgapt ISO/TR 10017 «PykoBoasiwimMe ykasaHusi no
cTaTuctmuyeckum wmMetogam pgns  ISO  9001:2000»
OObACHAET MpPUMEHeHMe  CTaTUCTUYECKMX  MEeTOoAoB,
OCHOBaHHbIX Ha MNOHATUM BapuabenbHOCTW, KOTOpas
HabngaeTcsa B MOBEAEHUWM W pe3yrnbTaTax MnpoLeccos,

noaxe HaxoaALnxcq B yCnoBuax oYeBUaHON
ctabunbHocTn. CTaTtucTuyeckme MeToAbl  MO3BONSOT
nydule ncnonb3oBaTb nMerLmeca AaHHble ana

NoaOEPXKKN AEATENbHOCTU MO MPUHATUIO PELUEHWUA, U TEM
CaMbIM OKa3blBalOT MOAAEPXKKY MOCTOSIHHOMY YrydLLEHWIO
KayecTBa MpOAYKUUM U MPOLIECCOB B LENAX AOCTUXKEHUS
YOOBMNETBOPEHHOCTU NoTpebuTtenen.

Cranpapt ISO 10018 «MeHemKMeHT Ka4yecTBa.
PykoBopgsiiue ykasaHUs NO BOBJIEYEHUIO FNOAEN U
obecnevyeHMKO  UX  KOMMETEHTHOCTU»  COLEPXUT

PYKOBOACTBO, KOTOPOE MOXET MOBMUSATb Ha BOBMeYeHune
nogei U MX KOMNeTeHTHocTb. CucTtema MeHemKMmeHTa
KayecTBa 3aBUCWUT OT Yy4yacTUa B HEW KOMMNETEeHTHbIX
nogen, a Takke OT TOro, YTO OHW JdenawT Ans
opraHusaumMm u MNpUBHOCAT B Hee. KpuTnyeckn BaxHbIM
SABNAeTca onpegeneHne TpeboBaHUA K HEOBXoaUMbIM
3HaHWAM, HaBblkaM, NOBEAEHWMIO U K XapaKTepucTukam
Npou3BOACTBEHHOW cpefpbl, obecneyeHne n oueHMBaHue
COOTBETCTBMSA 3TUM TpeboBaHNAM.

CraHgapt I1SO 10019 «PykoBopgsiume ykasaHusA no
OTOOpY M MCNONb30BaHUIO YCNYr KOHCYNbTaHTOB MO
cucteme MeHeMKMEeHTa KayecTBa» CoaepXuT
PyKOBOACTBO MO OTOOPY KOHCYNbTaHTOB MO CUCTEMEe
MeHe)KMeHTa KayecTBa W MO WCMONb3OBAHUIO WX YCMYT.
OH codepXuT PYKOBOACTBO MO MPOLIECCY OLEHWBaHWS
KOMMNETEHTHOCTH KOHCYNbTaHTOB no cucteme
MEHeXMeHTa KayecTBa W  MNO3BOMSET  MOBLICUTb
YBEPEHHOCTb B TOM, 4YTO MOTPEOHOCTU W  OXUOAHWSA
opraHusaumMm B OTHOLWIEHMU YCNyr, MpeacTaBnsieMbIX
KOHCynbTaHTamu, OyayT yooBNEeTBOPEHbI.

CraHgapt I1SO 19011 «PykoBopgsiume ykasaHuUsA no

npoeseneHuO ayanToB cuctem MeHeOXMeHTa»
COOEepXUT pykoBOoACTBO NO nporpammMme ayguTtoB, nNo
nnaHMpoBaHUO n nposeaeHunto ayauToB cucrtem

MEHEePKMEHTA, a TakKKe MO BOMNPOcamM KOMMNETEHTHOCTU
ayauToOpoOB U OLEHKe ayauTOpOB M KOMaHAbl ayaUTOPOB.
ISO 19011 npegHasHadeH A58 NPUMEHEHNA ayauTopamu,
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auditors, organizations implementing opraHusaunamMn, BHeOpALWMMM CUCTEMbl MEHELKMEHTa,
management systems, and organizations a TaKke opraHusauusamu, HyxaawlwmMmucs B nNpoBeaeHun
needing to conduct audits of management ayauNTOB CUCTEM MEHEIKMEHTA.

systems.

Table B.1 — Relationship between other International Standards on quality management and
guality management systems and the clauses of this International Standard

Other Interna- Clause in this International Standard

tional Standard 4 5 6 7 8 9 10
IS0 9000 All All All All All All All
IS0 9004 All All All All All All All
[SO 10001 8.2.2,8.5.1 |19.1.2

[SO 10002 8.2.1, 9.1.2 10.2.1
ISO 10003 9.1.2

[SO 10004 9.1.2,9.1.3

[SO 10005 5.3 6.1,6.2 All All 9.1 10.2
ISO 10006 All All All All All All All
[SO 10007 8.5.2

[SO 10008 All All All All All All All
[SO 10012 7.1.5

ISO/TR 10013 7.5

ISO 10014 All All All All All All All
[SO 10015 7.2

ISO/TR 10017 6.1 7.1.5 9.1

[SO 10018 All All All All All All All
ISO 10019 8.4

[SO 19011 9.2

NOTE  “All” indicates that all the subclauses in the specific clause of this International Standard are related to the other
International Standard

Ta6auua Bl. Cesa3b Meskay APYTrUMH CTAHAAPTAMM HA CUCTEMbI MEHe’)KMEHTA U CUCTeMbl MEHe’KMEeHTAa KayecTBa
M pa3eJaMH HACTOSIIIEr0 MesKAYHAPOTHOT0 CTAHIAPTA

Cranjapr Paznes HacTosIIIEr0 MesKIyHAPOIHOTO CTAHAAPTA
4 5 6 7 8 9 10

1ISO 9000 Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy
pazzaeny pazzaeny paszgeny pazzaeny paszueny paszueny pazzeiny

ISO 9004 Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy
pazzaeny pazaeny paszneny pazaeny paszneny paszaeny pazaeny

ISO 10001 8.2.2,85.1 9.1.2

ISO 10002 8.2.1 9.1.2 10.2.1

ISO 10003 9.1.2

ISO 10004 9.11,9.13

ISO 10005 53 6.1,6.2 Ko Bcemy Ko Bcemy 9.1 10.2

pazaeny pazzneny

ISO 10006 Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy
pazzaeny pazzaeny paszneny pazaeny paszneny paszneny pazzeny

ISO 10007 8.5.2

1ISO 10008 Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy
pazzaeny pazaeny pazzeny pazaeny pazzmeny pazzeny pazaeny

ISO 10012 7.15

ISO/TR 10013 7.5

ISO 10014 Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy
pazzaeny pazaeny pazzeny pazaeny pazzeny pazzeny pazaeny

ISO 10015 7.2

ISO/TR 10017 6.1 7.15 9.1

ISO 10018 Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy Ko Bcemy
pazzaeny pazzaeny paszneny pazaeny paszneny paszneny pazzeny

ISO 10019 8.4

ISO 19011 9.2

Ipumeuanue: B mex cuyyasx, kozoa 8 knemke noopaszoenvl He ykasauwl, a cmoum «Ko ecemy pasdenyy, smo ykasvieaem na mo,
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1] 1 KOl Z 7l 7l .
YUMo YKA3AHHbILL 8 Nepeoll KOIOHKe CIAHOAPmM NPUMEHUM KO 6cem noopazoenam oannozo pazoena 1SO 9001

bubsaunorpagus

[1]

ISO 9004, Managing for the sustained success of an organization - A quality management approach
(Menedsemenm onst Oocmudicenust yemouuugo2o yenexa opeanusayuu. Iooxoo na ocrnoge menedxrcmenma
Kauecmea)

[2]

ISO 10001, Quality management - Customer satisfaction - Guidelines for codes of conduct for organizations
(Menedscmenm kauecmsa. Yoosnemeopennocms nompebumenei. Pykogoosiue ykazanus o1 op2anuzayuil
no NPaKkmukKe no8edeHUs OYeHKU)

[3]

ISO 10002, Quality management - Customer satisfaction - Guidelines for complaints handling in
organizations (Meneoscmenm kauecmsa. Yooenremeopennocms nompeoumeneii. Pykogoosiue ykazanust no
obpaueHuIo ¢ npemeH3UAMU)

[4]

ISO 10003, Quality management - Customer satisfaction - Guidelines for dispute resolution external to
organizations (Meneoscmenm xauecmea. Yooenremsopennocmos nompebumeneil. Pykogoosiyue ykasanus no
PA3peUeHUI0 CNOpo8 ¢ NOMOWbBIO BHewHell NOO0EPIHCKU)

[5]

ISO 10004, Quality management - Customer satisfaction - Guidelines for monitoring and measuring
(Meneoacmenm xavecmsa. Yoosnemeopennocms nompebumeneil. Pykosooswue ykazanus no nposeoenuio
MOHUmMOpUH2a U UsMepenull)

[6]

ISO 10005, Quality management systems - Guidelines for quality plans (Cucmemsr menedscmenma
Kauecmea. PyKOGO@)ZWLle YKasaxus no niaHam Kaltecmea)

[7]

ISO 10006, Quality management systems - Guidelines for quality management in projects (Cucmemut
MeHeoHCMeHma Kavecmed, Pykoeod}zmue yKasaHus no MeHed.?iCMeHmy Kavecmea 6 npoexmax)

8]

1SO 10007, Quality management systems - Guidelines for configuration management (Cucmemsi
MeHedxcmenma kavecmaa. Pykoeooswue ykaszanusa no menedxcmenmy Kongueypayuu)

(9]

1SO 10008 Quality management - Customer satisfaction - Guidelines for business-to consumer electronic
commerce transactions (Menedocmenm kawecmea. Yooeremeopennocms nompebumenei. Pyxogoosiuue
VKA3AHUsL NO 2IeKMPOHHOMY 00MeHY KOMMepyecKoll ungopmayuell ¢ nompeobumensimu)

[10]

1SO 10012, Measurement management systems - Requirements for measurement processes and measuring
equipment (Cucmemut menedscmenma usmepenuti. Tpebosanus Kk npoyeccy usmepeHuil u UsMepumenbHoMy
060py008aHuI0)

[11]

ISO/TR 10013, Guidelines for quality management system documentation (Pyxogoosuue yxazanus no
OOKyMeHmauuu cucmembl MEeHeONCMeHMa Kattecmea)

[12]

ISO 10014, Quality management - Guidelines for realizing financial and economic benefits (Meneoacmenm
Kauecmea. Pyxosooswue yrazanusi no npuoopemenuro QuUHAHCOBbIX U IKOHOMUUECKUX 8bl200)

[13]

ISO 10015, Quality management - Guidelines for training (Menedscmenm kawecmea. Pykoeoosiuue ykazamust
1o no02omoeKe nepcomHaa)

[14]

ISO/TR 10017, Guidance on statistical techniques for ISO 9001:2000 (Pyxogodsiuue ykasanus no
cmamucmuydeckum memoodam ons 1SO 9001:2000)

(18]

ISO 10018, Quality management - Guidelines on people involvement and competence (Menedoicmenm
Kauecmea. Pykoeodﬂwue YKasaHus no 606j1e4eruro Jaro0etll u obecneyenuio ux Komnemeymyocmu)

[16]

ISO 10019, Guidelines for the selection of quality management system consultants and use of their services
(Pyrosoosiyue yxazanus no omoopy KOHCYIbMAHMO8 NO CUCTEME MEHEONCMEHMA KAYecmed U
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1 | Available from website: http://www.iso.org.
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