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Foreword

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

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 ISO 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. ISO 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 ISO list of patent
declarations received (see www.iso.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,
© IS0 2015 - All rights reserved

IIpeaucioBue

ISO (MexxayHapoHast opraHusanus o
CTaHZApPTHU3aLMK)  SABJSETCId  MEeXJIyHapOoJHOU
denepanueld  HalMOHAJIBHBIX  OPraHoOB IO
ctaHgaptuzanuu (uieHoB 1SO). PaGora 1o

pa3paboTKe MeX/yHAPOJHBIX CTAHAAPTOB 0O6BIYHO
BeJleTcd TexHH4YecKMMHU KomuTeTaMu [SO. JIro6om
opraH B coctaBe ISO, 3auHTepecoBaHHbIN B paboTe
TOTO WJIA UHOTO TE€XHUYECKOro KOMUTETA, UMEET
npaBo ObIThb MNpeJACTaBJEHHbBIM B  JaHHOM
KOMUTeTe. MexXJyHapoJHble OpraHu3aluM, Kak
NpaBUTEIbCTBEHHBIE, Tak u
HelpaBUTEJNbCTBEHHbIE, COTpyaHMUYaroiuye c IS0,

TaKke  NPUHUMAKOT  ydacTMe B  paboTe
opranusanuu. HCO TecHO coTpyAHUYAET C
MexayHapoJHOH 3JIEKTPOTEXHUYECKOH
komuccuer - MIK (IEC) mo BceMm Bompocam,
KacawlMMCs  CTaHJApTH3alMu B 06JIacTH
3JIEKTPOTEXHUKH.

[Ipoueaypsl, ucnosb3dyeMble [ Pa3paboOTKU
HAaCTOSIIEro  JOKyMeHTa U  JIOKYMEHTOB,
npe/lHa3HAYEHHbIX /[JI1 €ro ImoJiep>KaHusl B
paboyeM COCTOSIHUM B JaJIbHEMNIIIEM, OMTUCAHbI B
JupektuBe ISO /M3K, Yacte 1. B uwacTtHOCTH,
clefyeT  yKasaTb  pasjiMyHble  KPUTEPHUHU
YTBEPKJEHHUs, HeoOXOAUMble MAJs Pa3JIUYHBIX
BUJI0B AokyMeHTOB [SO. HacTosmuili JOKyMeHT

OblJ1  NOATOTOBJEH B  COOTBETCTBUM  C
pefaKIMOHHbIMU npaBUIaMHu JMpeKTUB
MCO/M3K, Yactb 2 (cm.

www.iso.org/directives).

O6pamaemM oco6oe BHHMMaHWE Ha TO, UTO
HEKOTOpble 3JIeMEeHThbl HACTOSIIEro JA0KyMeHTa
MOTYT SIBJSATHCA OG'bEKTOM MAaTEHTHOrO MpaBa.
ISO He HeceT OTBETCTBEHHOCTH 3a YaCTHUYHOeE
WK TIOJTHOE OIlpejie/lIeHHe TaKUX MaTeHTHBIX
npaB. HWHbopManuss o JIIOOGBIX MaTEHTHBIX
NpaBax, BbIIBJEHHbIX B XOJle TMOATOTOBKHU
JlAaHHOTO  JIOKyMeHTa, OyJeT ykKasaHa BO
BBEJIeHUM W/WIKM B TepeyHe TMOJIy4YeHHbIX
NaTeHTHBIX 3asBJIEHUU ISO (cm.
www.iso.org/patents).

JIto60e TOproBoe HaMMEHOBAHHUE, UCII0JIb3YEMOE B
JIAaHHOM JIOKYMEHTe, NMPUBOAMUTCA MAJs yA06CTBa
N0JIb30BaTeJIeN U He 03HAYAET 0/I06pEeHUsI.

Pa3zbsicHeHUe 3HaYeHUs] KOHKPETHBIX TEPMUHOB U
BolpakeHUM [SO, CBA3aHHBIX C  OLIEHKOU
COOTBETCTBHs, a Takke wuHboOpMaLUs O
cobutofienun [SO npuHuunoB BTO B ob6uactu

dbopMasibHBIX ~ MPENnATCTBUH  JJid  TOPTOBJIH,

pe/iCTaBJIEHbI Ha caiTe:

www.iso.org/iso /foreword.html.

HacToamui JOKYMEHT paspaboTaH

TexHudeckum  komutetrom  HMCO/TK 176,

Menedycmenm  kawecmea U obecnevyeHue
5
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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.

© IS0 2015 - All rights reserved

kauecmea, Iloagkomutetrom SC 2, Cucmembl

Kayecmed.

Hactosmaa mnatasd pejakyusa OTMeHSIeT U
3aMeHsdeT 4YeTBEPTYIO peAaKuuo (ISO
9001:2008), «koTopasg 6blIa  TEXHUYECKU
nepecMoTpeHa 3a CYéT NPUHATHUSA
NMepecMOTPEHHOr0  TOpsJKa  pa3/leJioB U
ajlanTauuu nepecMOTPEHHBIX NPUHLUIIOB
MeHeJKMeHTa KayeCcTBa W HOBBIX MOHATUH.
Takke OHa OTMeHSIeT U 3aMeHseT TeXHUYECKYI0
nomnpaBky ISO 9001:2008/ITonpaska 1:2009.



Introduction
1.1 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:

a) the ability to consistently provide products
and services that meet customer and
applicable statutory and regulatory
requirements;

b) facilitating  opportunities to  enhance

customer satisfaction;

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

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.

© IS0 2015 - All rights reserved

BBeaeHue

1.1 O61mue nMoJI0KeHUs
HpI/IMeHeHI/Ie CUCTEMBI MeHe/JKMEeHTa
KayecTBa ABJIAETCA CTpaTeruyeckum

pellleHHeM JIJisl OpraHU3alu1, KOTOPOEe MOXKET
OMOYb YJY4YLIUTb ee OOlHe pe3yJbTaThbl
JeTeJIbHOCTU U 06ecnedyuTh NPOYHYIO
OCHOBY /JI1 WHUIMATHUB, OPUEHTUPOBAHHBIX
Ha YCTOMYUBOE pa3BUTHE.

[ToTeHIMaIbHBIMH
OpraHu3anuu  OT
MeHe)KMeHTa  KadecTBa,
JaHHOM MexayHapogHOM
ABJIAIOTCA:

NperuMyllecTBaMu JJIs
NpUMeHeHHUs1  CUCTeMbI
OCHOBaHHOH Ha
Cranpapre,

a) CHocoGHOCTb CTAaOUJbHO MPeAOCTaBJIATh

HPOAYKLHIO U YCJIYTH, KOTOpble
YI0BJIETBOPSIOT Tpe6OBaHUAM
noTpebuTeseit U NpPUMEHUMBIM
3aKOHO/IaTeJIbHbIM U PerJiaMeHTHPYIIUM
TpebOBaHUAM;

b) Co3aHHue BO3MOXKHOCTEH AJ1d TTOBBINIEHHA
YAOBJIETBOPEHHOCTHU HOTpEGI/ITEJIeI‘/’I;

C) obOpaljeHHe C PUCKAaMH U BO3MOXXHOCTSIMH,
CBSI3aHHBIMM CO CpeJod U  LeJsMU
OpraHU3aluy;

d) BO3MOXHOCTb NPOJEMOHCTPHUPOBATH

COOTBETCTBHUE YCTAaHOBJIEHHbIM
Tp66OBaHI/IHM CHUCTEeMbl MEHEAXMEHTa
Ka4decCTBa.

JanHbll MexayHapoaHblii CTaHAapT MOXeT
WCII0JIb30BaTbC BHYTPEHHHMH W BHELIHUMH
CTOpPOHAaMHM.

JaHHbll  Mex/yHapoJHbIN
npearoJaraeT Heo6X0AUMOCTh:

Cranpapt He

— eAuHOo0o6pasus B CTPYKType pas/MYHbIX
CUCTEeM MeHe/P)KMeHTa KayecTBa;

— COrJlacoBaHUS JIOKYMeHTaIuu co
CTPYKTypO# paszesnon JIAaHHOTO
MexayHapoanoro CTaHAapTa;

— HCIIOJIb30BaHHUA CHeI.lHaJIbHOﬁ
TEPMHWHOJIOTUHU OAHHOTIO Mexcayﬂapozu-loro
CTaHaapTa B OpraHu3anuH.

Tpe6oBaHus K cHCTEMaM MeHe/P)KMEHTA KaueCcTBa,
yCTAaHOBJIEHHblE  J@HHbBIM  MeXAyHapOoAHBIM
CTa"zapToM, SBJIAIOTCA [ONOJHUTEJbHBIMU K
Tpe6OoBaHUAM K NPOAYKIIUH U YCIyTaM.
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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;
— “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.

1.2 Quality management principles

This International Standard is based on the
quality management principles described in I1SO
9000. The descriptions include a statement of
each principle, a rationale of why the principle is
important for the organization, some examples of

© IS0 2015 - All rights reserved

B pmamHoM  MexayHapogHoMm  Crtangapre
IpMMeHeH MpOLEeCCHbIA TOAXO0J, KOTOPBIA
BKJIOYaeT UUKJI «[lmaHnupyun - [Jenan -
[Ipoepsiit - [leiicTByii» (PDCA), u mnojaxogn,
OCHOBaHHBIU Ha PUCKaX.

[IponeccHbll NOAXOJ MO3BOJISIET OpraHU3al U
NJIAHUPOBATh CcBOU MpOoLEeCChI u 150:4
B3aHUMO/IelCTBUE.

Peanuzanusa KA PDCA [MO3BOJISIET
OpraHu3aiyy  00ecledyuTb €e  MPOIEeCCh
HeoOXOJAUMBIMU PeCcypcaMi, OCYIIECTBJATbh UX
MeHe)KMEeHT, OINpeJessTh U peasu30BbIBATh
BO3MOXXHOCTH AJISl YJIY4lLlIEeHUs.

Puck-opreHTHpOBaHHOE MbIIIJIEHHE
M03BOJISIET OpraHu3aluu onpenessaTh
dakTopbl, KOTOpble MOTYT HPUBECTH K
OTKJIOHEHUIO oT 3alJIaHUPOBAHHBIX
pe3y/IbTaToB IPOLECCOB U CUCTEMbI
MeHe/PKMEHTa KauyecTBa OpraHU3ali|y, a TaKxKe
MCIOJIb30BaTh MpeAynpexjallue CpeacTBa
ylnpaBjeHUs [JJii MUHHUMH3AaLUK HeraTUBHBIX
NOCJIeICTBUI U MaKCUMaJIbHOTO
MCIOJIb30BaHHUsI BO3HUKAIIINX BO3MOXKHOCTEMN

(cm. [IyHKT A.4).

[locnenoBaTenibHOE BBIMOJIHEHUE TpebOBaHUM
Y y4yeT OYAyIIUMX NOTPeOHOCTEN U OXKUAAHUU B
YCJI0BUAX BCce GoJiee JUHAMHUYHOU U CJIOXKHOHU
CpeZibl CTaBUT INepes OpraHru3alyel CJI0KHbIe
3agaud. [Jlaa  JOCTHKEHHSI  3TOM  LieJu
opraHu3anus MorJa OBI MOCYUTATh
HeOoOXOAVMMBbIM  HMCIOJIb30BaThb  pa3JjiMuHbIE
dbopMbl  yaydlleHUsT B JONOJIHEHHE K
KOpPpPeKLUUHM U TOCTOSHHOMY VJIy4IIEHMUIO,
HamnpuMep, Takue KaK IPOpbIBHbIE U3MEHEHUS],
VHHOBAllUW WJIU peopraHu3anus.

B  jganHOM MexayHapogHOM Crangapre
HCII0JIb3YIOTCA CIeIYIONUE IJ1arojabHble GOpPMBI:

— «J0JDKEeH» yKa3bIBaeT Ha TpeGOBaHUE;
— «CJie[lyeT» yKa3bIBaeT Ha PEKOMEeH/IalHIo;
— «MOTJIO ObI» YKa3bIBaeT Ha pa3pelieHue;

— «MOXeT» YyKa3bIBaeT Ha CIIOCOOHOCTL WJIU
BO3MOXHOCTbD.

HUudopmanus, 0603HavYeHHas Kak
«[IpuMeyaHue», HOCUT XapaKTep MeTOJUYECKUX
yKa3aHUN JJI1 TOHUMaHUs WM Pa3bsSCHEHUS
COOTBETCTBYIOLLEro Tpe6OBaHHUS.

1.2 TIpuHIMIBI MEHEJA)KMEeHTa KauyecTBa

Janubiii MexayHapoaHbiii CTaHapT OCHOBaH
Ha IpUHLOMIAX MeHe[PKMEHTa KaudecTBa,
onucanHbiX B ISO 9000. OnucaHue BKJIOYaeT
GOpMy/IMpOBKY  KaXJoro MpUHLHWNA, U
060CHOBaHMe, TOYEMY NPUHLUN BaXKeH [Js
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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.

1.3 Process approach
1.3.1 General

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

© IS0 2015 - All rights reserved

OpraHM3alluy, a TaKXXe HEKOTOpble MPUMEpHI
NPeuMyLIeCTB, CBSI3aHHBIX C MNPUHIUIOM, M
NpUMepbl TUIIMYHBIX AeHCTBUH MO Y/Iy4ILEHUIO
pe3yJIbTaTOB /1eSITEJIbHOCTH OpraHU3aluy NpU
NpUMeHeHUH NPUHLHMIIA.

[IpyUHIMIIBI MEHE)KMEHTa KauecTBa:
— OpHEeHTAalYs Ha NOTPeOUTeIS;
— JIUAEPCTBO;

— BOBJIeYeHHE PABOTHUKOB;

— TMpOLECCHBbIH MOAXO0;

—  yJIy4IlleHHE;

— TINpUHATHE pelleHUH,
CBU/IeTeIbCTBAX;

— MeHe/)KMeHT B3aHMOOTHOIIeHHUH.
1.3 IIpoueccHbIN MOAXO0.,
1.3.1 OO6uue NoJI0XKEeHUs

JaHHBIN MexayHapoAHbIN
HalnpaBJleH Ha T[pPUMEHEHHEe «IIPOLLEeCCHOro
noAxoAa» IpU pa3paboTKe, BHEAPEHHU U
yJAy4lIeHUU  Pe3yJbTaTUBHOCTH  CHUCTEMBI
MeHe/pKMeHTa KayecTBa B LeJAX NOBBIIIEHUS
YLOBJETBOPEHHOCTH NOTpebuTesell nyTeM
BbINOJIHEHUSI UX Tpeb6oBaHUN. KoHKpeTHble
TpebGOBaHHWs, TNPU3HAHHble BaXXHBIMU [JIS
BHeJIpEHUs MPOLIECCHOTO MOAX0/a, BKIIYEHBI
B rioApaszesn 4.4.

CTaHZAAPT

[loHuMaHue U MeHePKMEHT B3aUMOCBSI3aHHBIX
NpoLecCOB  KaK  CUCTEMbl  CHOCOGCTBYeET
pe3yJbTaTUBHOCTH U adpdexTUBHOCTH
OpraHusalMd B JIOCTXKEHUM HaMeYeHHBIX
pe3yJbTaTOB. IJTOT  MNOAXOJ  IO3BOJIET
OpraHM3aliMy yNpaB/sATb B3aUMOCBSI3SIMU U
B3aMMO3aBUCUMOCTSIMU MeX/Jy MpoleccaMu

CUCTEMBI, TaK 4YTO OOL[He pPe3yJbTaThl
JedaTeJIbHOCTH OpTraHU3allMd MOTYT ObITh
yAydileHbl.

[IpouieccHbIM MOAX0A BKJIOYaeT B  cebs
CUCTEMaTHYecKoe onpenesieHUe U
MeHe/[XKMEHT MPOIeCCOB U UX B3aUMO/IeHCTBUS
TaKUM 06pasom, YTOOBI JOCTUraTh

HaMe4eHHbIX pe3y/JbTaTOB B COOTBETCTBUU C
HOJIMTUKON B 06J1aCTH KayecTBa U CTpaTeruem
pa3BUTHUA OpraHu3alyu. MeHemKMeEHT
IpOLLeCCOB U CHUCTEeMbl KaK eJWHOro LeJoro
MOXeT JOCTUraTbCd IpHU HCHOJb30BaHUU
nukiaa PDCA (cm. n. 0.3.2) coBMecTHO ¢
JOMOJIHUTE/NbHBIM  BHUMaHHEM K  PHUCK-
OpPHUEHTHUPOBAHHOMY MbIlIeHHO (cM. 1. 0.3.3),
Y HalleJIeH Ha MCII0JIb30BaHUE BO3MOXKHOCTEN U
npeJloTBpalleHue He)KeJlaTeJbHBIX
pe3y/IbTaTOB.

OCHOBAHHBIX Ha
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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
interaction of
elements. The monitoring and measuring check
points, which are necessary for control, are
specific to each process and will vary depending

process

on the related risks.

Sources of Inputs

PREDECESSOR
PROCESSES

e.g. at providers
(internal or external)
at customers,

at other relevant
interested parties

and shows

the

MATTER,
ENERGY
INFORMATION,
e.g.in the

form of materials,
resources,
requirements

its

3
————— 1
|

|
| Starting point |
[

Nl

Possible controls and

HpnmeHeHHe InponeccHoro mnogxoga B CHUCTEME
MEHeIXMEHTAa Ka4deCTBa ITIO3BOJIAET:

a)

Tpe6GOBaHUS;

NOHMMaTb M IMOCTOSIHHO COGJIIOJAATh
b) paccMaTpuBaThb NpoLecchl ¢ TOYKU 3peHHUs
7106aBJIEHHOW UMHU LIeHHOCTH;

c) JlOCTUTaTh pe3yJIbTaTUBHOCTH
GYHKIIMOHUPOBAHUS MPOLECCOB;

d)

OlleHMBAHUS JAHHbIX U UH)OPMAIUU.

yJaydliaTb Iponeccol Ha OCHOBE

PucyHok 1 faeT cxeMaTH4HOe U300pakeHHe
JII060TO
B3aUMOCBS3b
KoHTpoJsibHbBIE
M3MepeHUsi, HeoOXoJuMble Jis yIpaBJieHUs,
SABJISIIOTCS
npomecca H

rnmpounecca )4
3JIEMEHTOB
TOYKH

WJLTIOCTPUPYET
nporecca.
MOHUTOpPUHTA U

cnenuPUYECKUMHU JJIsT  KaXK/JOTO
OyLyT  BapbUpOBaTbCA B
aBUCUMOCTH OT COOTBETCTBYIOIINX PHUCKOB.

Receivers of Outputs

MATTER, SUBSEQUENT
ENERGY PROCESSES
INFORMATION, e.g. at customers
e.g.in the (internal or external),

at other relevant
interested parties

form of product,
service,
decision

check points to menitor

and measure performance

Figure 1 — Schematic representation of the elements of a single process
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! Y oTONNOH ! ! ! ! ! : !
o xormonew | o ____ L iy it il Uittt

Bo3moxkHbIE CpelCTBa YIIPABJICHUS, a
TaKXE KOHTpOJ'H)HLIe TOYKHU HJIA
MOHHUTOPHUHI'A U H3M€peHPII>i
PE3yJIbTAaTOB ACATCIbHOCTH
PucyHok 1 — CxeMaTH4HOe N300pakeHUe 3J1eMEHTOB OTAEe/IbHOI0 Mpouecca
1.3.2 Plan-Do-Check-Act cycle 1.3.2 ukn «Ilianupyi - [lenai - [Ipoepsii -

JeicTByin»

Huxka PDCA MoxeT ObITb IpPUMEHEH KO BCeM
and to the quality management system as a npoleccaM U K CUCTeMe MEHE/PKMEHTA KayecTBa B

whole. Figure 2 illustrates how Clauses 4 to 10 LesioM. PUCYHOK 2 WJLTIOCTPUPYET, Kak pas/iesibl

can be grouped in relation to the PDCA cycle. ¢ 4 mo 10 Moryr O6bITb CrpynnMpoBaHbl B
COOTBeTCTBUU C LiMKJI0M PDCA.

The PDCA cycle can be applied to all processes

Quality Management System (4)

Organization
and its context

Support
S (7) -
C\\ 1 Operation |
SO (8) |
]‘~A | Customer
| ! satisfaction
| 4
N r
Cust i ) Per_ﬁ;“?l(.mw /l"——"kéResultsof
u§ omer evaluation =Y the QMS
requirements 9 | é \
i |
| | N
J__, | Products and
/ | services
// a4
7

Needs and
expectations of

relevant 1 3
interested \ /
parties (4) \ /

\'--—.—.—.—-—.—.—.—-—.—.——'/
NOTE Numbers in brackets refer to the clauses in this International Standard.
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Figure 2 — Representation of the structure of this International Standard in the PDCA cycle
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[IPUMEYAHHUE Yucna B CKOOGKax OTCHLJIAIOT K COOTBETCTBYIOIUM MYHKTaM JaHHOTO MexAyHapoJHOro
CraHgpaprTa.

PucyHok 2 — IlpeacraBiieHue CTPYKTYphl JaHHOro MexayHapoaHoro CraHjgapra B LUKJ/Ie
PDCA

The PDCA cycle can be briefly described as  Luksa PDCA M0oXHO KpaTKO onMcaTh Tak:

follows: . o
— [IlmaHupy#: paspaboTka I1ejield CUCTEMbI U

— Plan: establish the objectives of the system ee TIPOIECCOB, a TaKXe OIMpeJesieHrue
and its processes, and the resources needed pecypcoB, HEOOXOJUMBIX /IS JIOCTHKEHHUS
to deliver results in accordance with pe3yJibTaToB B COOTBETCTBUM C
customers’ requirements and the TpeboBaHMAMKU NoTpebutenen u NOANTUKOM
organization’s policies, and identify and OpraHu3aLmn, a TakKe onpeaeneHne PUCKoB
address risks and opportunities; N BO3MOXKHOCTEW;

— Do: implement what was planned; — Jenai: BbINOJSIHEHME TOro, 4TOo  6bIIO

3anN1aHNPOBaHO;

— Check: monitor and (where applicable)
measure processes and the resulting — nMposepaii: MoHMTOPUHT M (Tam, rae 3To
products and services against policies, NPMMEHMMO) n3mepeHue npoL,eccos,
objectives, requirements and planned NPOAYKLUMM W YCAYr MO OTHOWEHUIO K
activities, and report the results; NOAUTUKe, Uenam, TpeboBaHMAM "

3anJ1IaHNPOBaAHHbIM ,D,EVICTBMHM, n coo6u.|,eH|/|e

— Act: take actions to improve performance, as 0 pesynbTaTax;

necessary.
— [DeWcTBYi: NpUHATME Mep MO YAyYLEHMIO
pe3ynbTaToB MPOLECCOB B TOM CTEMEHW,
HaCKOJIbKO 3TO HEOBXOANMO.

© IS0 2015 - All rights reserved



1.3.3 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, analysing 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 and
opportunities. Addressing both risks and
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.

1.4 Relationship with other management
system standards

This International Standard applies the
framework developed by ISO to improve
alighment 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
© IS0 2015 - All rights reserved

1.3.3 PucKk-OpyueHTUPOBAaHHOE MbILLJIEHUE

PUCK-OpMEHTUPOBAaHHOE  MbIIIJIEHHUE (cm.
[IyHKT A.4) Heo6X0AMMO AJS JOCTHKEHUS
pe3yJbTaTUBHOCTU CHUCTEMbI MEHeKMeHTa
KayecTBa. Konuenuus PHUCK-
OPUEHTHUPOBAHHOTO MBbIILJIEHUS
nojpasyMeBasiaCb B MNpeAbIAyIIed BepCUH
JaHHOTO MexxayHapoJHOro CraHjaprTa,
BKJII0OYad, HaIpuMep, BBIMTOJIHEHHE
npeaynpexzaaniuux AedCTBUH, HalpaBJeHHbIX
Ha yCTpaHeHue MOTEHIMATbHBIX
HECOOTBETCTBUH, aHa/Iu3 JIIOBIX
HECOOTBETCTBUH, KOTOpble BO3HHUK/IH, U
NPUHATHE Mep MO0 MNpeAOTBpAIleHUI0 HX
IOBTOPEHMUS, B  COOTBETCTBUU C  HX

NOCJIeJCTBUSMM.
Y10o6bI COOTBETCTBOBATh Tpeb6oBaHUAM
JlaHHOT'0 MexayHapoHOro CranpapTa

OpraHru3aluur HEO6XO,£[I/IMO [JIaHNUPOBATb H
BHeJPATb IL[el‘/’ICTBI/IF[, CBA3aHHbIE C pPUCKAMH H
BO3MOXHOCTAMHM. O6paLU,EHI/Ie C PpHUCKaMH H

BO3MOXHOCTAMH co3gaeT OCHOBY AJIA
INOBBILIEHUA pe3yJabTaTHUBHOCTH CHUCTEMBbI
MeHeJKMEeHTa Ka4eCTBa, AOCTHU¥KEHUA

YJY4YIIE€HHBIX pe3yJ/JIbTAaTOB U IMpeaAO0TBpPAllEeHHUE
HETraTHUBHbIX HOCHeﬂCTBHﬁ.

B03MOXHOCTH MOTYT BO3HUKHYTb B CUTYallUH,
6/1aronpUATHON AJ1 JOCTUKEHUS 0XKUJAEMOT0
pesyJbTaTa, HanpuMep, COBOKYITHOCTb
00CTOATE/ILCTB, MO3BOJISIOLUIMX OpraHU3aLUuU
IpHUBJIeKaTb MOTpebuTesed, pas3pabaThiBaThb
HOBYI0 NPOAYKLUHUI U YCJAYTy, COKpallaThb
OTXO/bl WJIU NMOBBILIATH NPOU3BOAUTETBHOCTD.
JlelicTBUSA B OTHOILIEHUU BO3MOXKHOCTEH MOTYT
TaK)Xe BKJIIOYAaTb PAacCMOTPEHHE CBS3aHHBIX C

HHUMH PHUCKOB. Puck 9TO BJIMAHHE
Heonpeae/JIeHHOCTH, H J106as TaKad
Heonpeae/JIeHHOCTb MOXeT HUMETb
IMOJIOXKHUTEJIbHbIE nJIn OTpHLAaTEJIbHbIE
nocjaenCcrBud. [losi0>kHUTEIbHOE OTKJIOHEHUE,
BbITEKawliee HW3 PHCKA, MOXeT CO34dTb

BO3MOXXHOCTb, HO He BCe II0JIOXKHTeJbHble
BO3/I€MCTBUA pUCKa NPUBOJAT K
BO3MOKHOCTSM.

1.4 B3auMocBsA3b C JAPYrdMU CTaHJApTaMHu,

npejaHa3sHa4YeHHbIMU il ¢ | CHUCTEM
MeHe/ )KMeHTa
B pganHom MexayHapogHom — CraHpapre

npUMeHeHa CTPYKTypa, paspabotanHasa HCO
JJI1  YJAYYIIEeHUs COTJIACOBAaHHOCTU MEXAY
crangaprtamMu MCO Ha cucTeMbl MEHEIXKMEHTA

(cm. IyskT A.1).

JlaHHBIN MexayHapoaHbIN CTaHJapT
MO3BOJISIET opraHu3alyu NPUMEHSTH
NPOILECCHBIM TMOAXOJ, B COYETAHUM C I[UKJIOM
PDCA 1 puUCK-OpUeHTUPOBAaHHBIM MBbIIIJIEHUEM
C TeM, YTOObI COrJIacOBATh UJIM UHTEIPHUPOBATH
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other management system standards.

This International Standard relates to ISO 9000

and ISO 9004 as follows:

— SO 9000 Quality management systems —
Fundamentals and vocabulary provides
essential background for the proper
understanding and implementation of this
International Standard;

— IS0 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
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.

© IS0 2015 - All rights reserved

CBOIO CUCTEMY MeEHe/PKMEHTA KadecTBa C
TpebOBaHUAMU  [JIpyTMX  CTAaHAAPTOB  Ha
CUCTEeMbI MEHE/PKMEHTA.

JaHHbIi MexayHapoaHbIA CTaHAAPT CBsI3aH CO
ctangaptamu [SO 9000 u ISO 9004 ciaepyromum
06pa3oM:

— ISO 9000 «Cucmemvt MeHedHcMeHMA
kayecmsd.  OCHOBHble  NOJOXNCEHUS U
C/108apb» CO3JIa€T BAXKHYI OCHOBY JIJIs
Ha/lJieXKallero NOHUMaHUus U MPUMeHeHUs
JaHHoro MexayHapoaHoro CTaHAapTa;

— SO 9004 «MeHedxrcmeHm 0151 docmurHceHust
ycmotiuugoeo ycnexa opzauszayuu. I100xod
Ha OCHOBe MeHed)cMeHma Kayecmea» [aeT
PYKOBOACTBO OpraHM3alUAM,
CTpPEMSAIUMCS TNPEB30UTH TpeGOBaHUA
JlaHHoro MexayHapogHoro CTaHJaprTa.

[punoxxenue B co/lep>KUT CBeJleHUS O APYTHUX
MEXAYHApOAHBbIX CTaHAApPTax B  00JIaCTH
MEHeI)KMEHTAa KadYeCTBa W CTaHAAPTaxX Ha
CUCTEMBbl MeHe/PKMeHTa KauecTBa, KOTOpbIe
6bL11 paspabotansl UCO/TK 176.

Janubii  MexyHapoJHbIA CTaHAAPT He
COIEPKUT KOHKPETHBIX TPe6OBAaHUM K IPYTUM
cucTeMaM MeHe/PKMEeHTa, TaKUM KakK
3KOJIOTUYECKUN MEHE/P)KMEHT, MeHEPKMEHT
npodeccCHoHaJbHOI0 Ge30MacHOCTH U OXPaHbI
Tpy/Ja uiu GUHAHCOBBIA MEHEPKMEHT.

OTpacieBble  CTaHZApPTbl  Ha  CHUCTEMBI
MeHe/PKMEeHTa KadecTBa pa3paboTaHbl JJIs

psjla oTpacjied Ha OCHOBe TpeOOBaHUM
JIAaHHOTO MexxyHapoHOro CraHpaprTa.
HexkoTopsble U3 3THUX CTaH/ApTOB

yCTaHaBJIMBAOT AOMNIOJIHUTEJ/IbHbIE Tp960BaHI/IH
K CUCTEME MEeHePKMEHTAa Ka4eCTBa, B TO BpeMd

KakK JIpyrue OTPaHUYUBAOTCS
NpeJloCTaBJIeHUEM PYKOBOJASAIIMX YKa3aHUM 1O
NpUMEHEHHI0  JJaHHOTO  MeXJyHapoJHOTO

CTaHzapTa B paMKax KOHKPETHOH OTpaciH.
MaTpula, nokasblBarlas B3aMMOCBS3b MEXAY

HacCTofAIEeN Bepcuen JAHHOTO
MexayHapoHOro Crangapra u ero
npegbiaymen  Bepcuer  (ISO 9001:2008)
HaxXOJUTCA B OTKPBITOM JOCTyIlle Ha CcauTe
UCO/TK 176/SC 2:

www.ISO.org/tc176/sc02/public.
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Quality management
systems —Requirements

1 Scope

This International Standard specifies
requirements for a quality management system
when 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.

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
© IS0 2015 - All rights reserved

Cucremsl
KayecTBa — Tpe6oBaHus

1 06aacTh NpUMEeHEeHUA

JlaHHBIN MexayHapoaHbIN CTaHAapT
yCTaHaBJMBaeT TpebOBaHUA K  CHUCTEMe
MeHe/pPKMeHTa KadecTBa B TeX C/ydasX, Korja
OopraHM3aLus:

a) HyXJaeTcd B  JEeMOHCTpaluUU  CBOeH
CIOCOGHOCTU  TNOCTOSIHHO  TOCTaBJIATH
NPOAYKLMIO WJM YCIyrd, OTBevawljue
TpebGOBaHUAM norpeburesei v
IPUMEHUMBIM 3aKOHO/aTebHbIM U
perjiaMeHTHpPYIOILIUM Tpe60BaHUSIM, U

b) craBut cBOei
YAOBJIETBOPEHHOCTH
IOCPEe/ICTBOM

LeJbl0  MOBBbILIEHHE
noTpebuTeseit
pe3yJIbTaTUBHOTO
NpUMEHEHHUs]  CUCTEMbl  MeHeJPKMeHTa
KavyecTBa, BKJIIOYas IPOLIeCCHI ee
yJydlleHUs,, U obecrieueHue COOTBETCTBUS
TpebGOBaHUAM norpebureseit 5|
IPUMEHUMBIM 3aKOHO/|aTeJIbHbIM U

HOPMAaTHWBHBIM IIPABOBbBIM Tpe6OBaHI/IHM.

Bce Tpe6GoBaHus JAaHHOro MexAyHapoLHOTO
Crtanfjapra HOCAT O0OLWMK  XapakTep U
npeJiHa3HayeHbl JJs NPUMEHEeHUs JII0ObIMU
OpraHvu3danudadMMUd He3aBHCUMO OT HWX BH/A4,
pasMepa, MOCTaBAsieMOH  MNPOAYKIMHU U
npeJ0CTaBJIsIeMbIX YCAYT.

[MPUMEYAHUE 1 B pganHoM MexayHapoJHOM
CTtaHjjlapTe TEPMHHBI  «IPOAYKIHUS»  WUJIH
«yCJayra» MPUMEHUMbl TOJIBKO K MPOJAYKIUH U
ycayraMm, KOTOpble IpeJHa3HaYeHbI WIn
TPeOYIOTCS MOTPEGUTEIEM.
[IPUMEYAHHUE 2

periaMeHTUpYyOIIUMe TpeboBaHUSA
00603Ha4YeHbI KaK MPaBOBbIE TPEOOBAHUS.

2 HopmaTuBHBIEe CCBLIJIKHA

Cnenyrouie  JJOKyMEHTBI,
YaCTHUYHO, SIBJISIIOTCA
CCbLIKAMHU JIJIST  JJAHHOTO
Cranpapra u HEO6X0UMBI s ero
npuMeHeHus. /JlJg  JaTUPOBAHHBIX  CChLIOK
NpUMeHseTC TOJbKO yKa3aHHasd Bepcus. /[uis
He/IaTUPOBAHHBIX CCBLJIOK MpUMeHsIeTCA
MOCJeAHsAS BEpCUSl CChJIOYHOTO JIOKYMEHTa
(BkJItOYasi IFOOBIE IONPABKH).

MOJIHOCTBIO  WMJIU
HOPMaTHUBHBIMHU
MexyHapojHOTO

ISO 9000:2015, Cucmema
Kayecmea — OCHOBHble NOJOHCEHUS U C08APY

3 TepMuHbI U onipejesIeHUs

B HacTodluleM JOKYMEHTE HCIIOJIb3YIOTCA TEPMUHBI

MEHEAKMEHTA

3aKOHO,£[aTe.}IbeIe u
MOTYT OBITh

MeHeoxcmMeHma
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definitions given in ISO 9000:2015 apply.
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
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.

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
managementsystem

The organization shall determine the
© IS0 2015 - All rights reserved

U onpeeseHus, npuBegeHHble B MCO 9000:2015.
4. OpraHuvsanuMoOHHasA cpeaa

opraHusanuy
4.1TloHMMaHMe OpraHU3aLUU U ee cpebl

OpraHusanus [JO/DKHA OINpe/ie/IUTh BHEIIHHE U
BHyTpeHHUe aKTopbl, OTHOCsAIMecs K ee
HaMepeHUsIM U CTpaTeru4eckoMy HalpaBJIEHUIO ee
pa3BUTHA U BJMAIOIIME HAa ee CHOCOOHOCTb
JlocTUraTh HaMe4yeHHOro(bIx) pe3ysbTaTa(oB) ee
CUCTEeMBbI MeHe/P)KMeHTa KayecTBa.

Opranusauus JOJDKHA OCYILIeCTBJIATH
MOHUTOPHUHT W aHaIM3 HUHPOPMALHUU 00 ITHUX
BHEIIHUX U BHYTPEHHUX PAKTOPAX.

[TPUMEYAHHUE 1
MOTYT OBbITb
OTpHULIATEbHbIMHU.
[IPUMEYAHUE 2 I[loHMMaHHIO BHEILIHEHW Cpenbl
MOKeT CII0COOCTBOBATb PAaCCMOTPEHHEe BONPOCOB,

PaccmaTpuBaeMble GaKTOpbI
MOJIO>KUTEJbHBIMU W

CBSI3aHHBIX C TMPABOBOH, TEXHOJIOTUYECKOH,
KOHKYPEHTHOH, PBIHOYHOH, KYJIbTYPHOH,
COLMa/IbHOM H 3KOHOMHYECKOM cpefiol Ha
MeX/IyHAapO/IHOM, HaLlMOHAJIbHOM,

pervoHajJbHOM UJIM MECTHOM YPOBHE
[TPUMEYAHUE 3 [loHMMaHUI0 BHYTpeHHeH
cpe/ibl MOXeT CIOCOOCTBOBAaTb PAacCMOTPEHHe

BOIIPOCOB, CBA3aHHBIX C LHEeHHOCTAMHU,

K}UleypOﬁ, 3HAHUAMMU H pe3yjabTaTaMu

AeATeJIbHOCTU OpPraHM3alHH.

4.2. Ilonumanue noTpeGHOCTEN U
0XKMJaHUM 3aUHTepeCcOBaHHBIX
CTOPOH

BCJ’[eACTBI/Ie HUX BJIHUAHHUA WK IIOTEHLHAJIBHOI'O
BJUSHMUA, Ha  CHOCOGHOCTb  OpraHM3aLUU
IIOCTOSIHHO TOCTAaBJATh NPOAYKLMIO U YCJIYTH,
oTBeyawlide TpebOBaHUAM NOTpebUTeNENd U
IPUMEHUMBIM K HHUM 3aKOHOJATeJbHbIM MU
perjiaMeHTUPYIOILUM TpebGOBaHUAM )
opraHu3sanus J0/KHA ONpeJleIUTh:

a) 3dMHTEepeCOBaHHbIE CTOPOHBI BaXKHble [JId ee
CUCTEMBbI MEHEXKMEHTA Ka4eCTBa,

b) Tpe6GoBaHus 3TUX 3auMHTepPEeCOBAaHHBIX
CTOPOH, WMeIlMe OTHOLIEHHE K CHCTEMe
MeHEe/PKMEHTa KayecTBa

OpranHu3sanus A0J/KHA OCYIeCTBJIATh MOHUTOPHUHT
U aHa/u3 nHbopMaluur 006 3TUX
3aMHTEpPEeCOBAHHbBIX CTOPOHAX U UX CYIeCTBEHHBIX
TpeGOBaAHUSX.
4.3. OnpepaeseHue 06/1aCTU NPUMEHEHUA
CHCTEeMbI MEHe/ )KMEeHTa KauyecTBa

OpI‘aHI/IBaLlI/IH AOJIXKHA onpeAe/JIMTh 'paHUlbl U
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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;

c) 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 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
© IS0 2015 - All rights reserved

MIPUMEHUMOCTb
Ka4deCTBa, YTOOBI
IIPpUMEHEeHHUA.

CHUCTEeMBbI MeHe/)KMeHTa
YCTaHOBHUTDb 06J1acTh  ee

[Ilpu omnpegeneHuu  o6JacTH
OpraHU3alys J0/HKHA YIUTHIBATh:

IMpUMEHEHHUA

a) BHeIIHHUE U BHYTPEHHHE dakTophl,

YIOMSIHYTHIE B 1. 4.1;

b) Tpe6oBaHuUs COOTBETCTBYIOUIUX
3aMHTEPEeCOBAHHBIX CTOPOH, YIIOMAHYTHIE B II.
4.2;

€) TPOAYKLHIO U YCIYTH OpTaHU3aLUH.

OpraHusauus JLOJIKHA NpPHUMEHATH BCe
TpebGOoBaHUSA JlaHHOT'0 MexayHapoiHOTO
CtaHpapTa, ec/iu 3TU Tpe6GOBaHUSA NPUMEHUMBI B
paMKaxXx YCTaHOBJEHHOM 06J1laCTM HpHUMeEHEHHUs
CUCTeMbI MeHeP)KMeHTa KayeCTBa.

O6Js1acTh MpPUMEHEHHUsI CUCTEMbl MeHeKMeHTa
Ka4yeCcTBa OpPraHU3alUy J0/KHA ObITh AOCTYIIHA,
NOAZIEPKUBATBCA  KaK  JJOKYMeHTHPOBaHHas
nHpopmanusa. O6JacTb NpPUMeHEHHs [0J/DKHA
CO/lep’KaTh OXBAaThIBaeMble BUJbI NMPOJAYKIUU U
yCJAYr YW NOPeAoCTaBJATb OGOCHOBaHUE JJis
HCKJIIOYEHHUsI JI060ro TpeOGOBaHUSA JAHHOTO
MexnaynapoaHoro CraHzapTa, KOTOpoe OHa
omnpe/iesinjia Kak HellpUMEHUMOe K ee 06J1acTH
NpHUMeHeHHs CUCTEMbI MEHE/PKMEHTA KayecTBa.

CooTBeTcTBHE
MexnayHapogHoro CraHmapTa MOXeT ObITh
3asBJIEHO TOJBKO B TOM CJy4yae, €cCJH
Tpe6oBaHUs, onpejesieHHbIe KakK
HellpuMeHHUuMble, H€ BJIMAKT Ha CIIOCOOHOCTDb
WU OTBETCTBEHHOCTb opraHusanuu
oGecreynuBaTb  COOTBETCTBHE MPOAYKUHU U
yCAYr U TOBBbIIIEHWE Y/IOBJETBOPEHHOCTH
noTpebUuTesen.

4.1CucTteMa MeHeA)XMEHTa KadyecTBa U ee

MPOLECChI

Tpe6OBaHI/IHM AAdHHOT O

4.4.1 OpraHusanuss  Jo/DKHa  pa3paboTaTh,
BHEIPUTD, noaaepuBaTb nu IIOCTOAHHO
yJAy4yllaTb CHUCTEMY MeHe/[)KMeHTa KauyecTBa,

BKJIIOYAsl HeOoOXOZMMble TpPOLECChl W HX
B3aUMO/IeICTBUS, B COOTBETCTBUHU C
TpeOOBaHUAMU JaHHOro  MexAyHapoAHOro
Crangapra.

OpraHusauus [JoOJKHA ONpefessTb IpPOLecchl,
HeoOX0JUMble [iJII CUCTEMBbl MeHe/PKMEeHTa
KayecTBa, M WX IIpUMeHeHHe BO  Bcel

OpraHu3aluy, a TaKxe:

a) onpejessATb TpebyeMble BXO/1bI U
npejnoJiaraeMble BbIX0/bl ITUX NIPOLECCOB;

b) omnpenensaThb MoCJIeJOBaTeJbHOCTh U
B3aUMO/I€MCTBUE 3TUX IIPOLIECCOB;

C) omnpeaensaTb W NPUMEHSATb KPUTEPUU U



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 and the quality
management system.

4.4.2. Tothe 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.

5. Leadership

5.1Leadership 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
© IS0 2015 - All rights reserved

MeTOo/Jbl (BKJII-O‘-IaH MOHHUTOPHHT, U3MEPEHHA

U COOTBETCTBYIOIIIHE MOKa3aTeJu
pe3yIbTaToB JleATeJIbHOCTH ),
Heo0X0UMble il obecrieyeHud

pe3ybTaTUBHOTO QYHKIIMOHUPOBAHUS ITHX
IPOIECCOB U YIIPABJIEHUS UMU;

Heo6XoAuMble JJid
obecne4yuTb  HUX

d) omnpenensaTb pecypchl,
3TUX  INPOLECCOB, U
JIOCTYITHOCTb;

e) onpenesaATb OTBETCTBEHHOCTDb )4
I[MOJTHOMOYHA B OTHOIIEHHWH 3TUX IPOLECCOB;

f) o6pamaTbcsa ¢ pUcKkaMu U BO3MOXKHOCTSIMU B
COOTBETCTBUHU C Tpe6oBaHUAMU
noapasgena 6.1;

g) OlLEeHUBAThb 3TH MPOIECChl U BHOCUTD JIIOObIE

HU3MeHeHHUs], Heo6XoJMble JLIs1
obecriedyeHUss  TOro,  4YTO IPOLIeCCHI
JOCTUTalOT HaMe4YeHHbIX pe3yJIbTATOB;

h) ynydmarts IpOLeCCHI U cucTeMy

MeHe/JKMEHTA Ka4eCTBa.

4.4.2 OpraHusauusi [JOJPKHA2 B HeEOOXOJUMOM
obbeMe:

a) mnojJepuBaTb B  paboyeM  COCTOSIHUU
JIOKYMEHTHPOBaHHY HHbOpMaLUI0  JJs
obecrnedyeHust YyHKLMOHUPOBAHUSA
IIPOLIECCOB;

b) coxpaHATb JLOKYMEHTHPOBAaHHYIO
nHbOopMaLUIo AN obecreyeHUs

YBEPEHHOCTH B TOM, 4YTO 3THU IPOLECChI
OCYILIeCTBJISIIOTCS B COOTBETCTBHUU C TEM, KaK
3TO 6bLJIO 3allJIAHUPOBAHO.

5 JlupgepcTBO

5.1/IuaepcTBO U NPUBEPKEHHOCTD

5.1.1 Oo6uiMe MoJI0KEHUA

Briciee PYKOBO/CTBO JLOJDKHO

JleMOHCTPUPOBATH cBoe JINEPCTBO u

IPUBEP)KEHHOCTb B  OTHOLIEHUM  CHUCTEMBI

MeHe/PKMeHTa KayecTBa OCPe/ICTBOM:

a) TNpUHATHUA OTBETCTBEHHOCTH 3a
pe3yJbTaTUBHOCTb CUCTEMbI MeEHEeKMEHTa
KauecTBa;

b) o6ecnedyeHusi pa3pabOTKA MOJHUTHUKA U
nejseii B 06J1acTU KavyecTBa, KOTOpbIe
COrJIacyIOTCS c YCJIOBUSIMU
OpraHM3alMOHHOM cpenbl 5|
CTpaTerMyeCcKUM HalpaBJeHUeM pa3BUTHUSA
OpraHU3aluy;

C) obecredeHUs1 UHTerpayuu TpebGOBaHUU

CUCTEMBbI MEHEIXKXMEHTA Ka4€CTBA B ousHec-
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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
organization’s existence, whether the organization is
public, private, for profit or not for profit.

5.1.2 Customer focus

Top management shall demonstrate leadership
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;

c) the focus on enhancing customer satisfaction
is maintained.

5.2 Policy

© IS0 2015 - All rights reserved

nponeccbl OpraHrU3anuu,

d) copelicTBUST ~ NpPHUMEHEHUST  NPOILECCHOTO
nojaxoza U PHCK-OPHEHTHPOBAHHOTO
MBIILJIEHUS;

e) obecneyeHus JIOCTYITHOCTH pecypcos,
HEOOXOJUMBIX JJI CUCTEMBbI MeHeKMEHTa
KauecTBa;

f) noBemeHume g0  cBelleHUMs — IepcoHaJa

OpraHuM3al BaAXHOCTU pPe3yJbTATUBHOIO
MeHe/JXMeHTa KadeCTBa H COOTBETCTBHUA

TpeGOBaHUSAM  CHCTEMbl  MeHeJ»KMeHTa
KauecTBa;

g) obecnedyeHus JNIOCTHXKEHUs CHUCTEMOU
MeHe/PKMEeHTa KayecTBa HaMe4yeHHbIX
pe3yJIbTaToB;

h) BoBJjeyeHHs1, pPYKOBOACTBA M OKa3aHUS
NOAJIEp>KKM  y4yacTUsi  pabOTHUKOB B
obecrieyeHUH Pe3yJbTATUBHOCTU CHUCTEMbI
MeHe/I)KMeHTa KauyecTBa;

i) copmelcTBuUA yaydlIeHUH;

j) TnojjepKH  JPYrUX  COOTBETCTBYIOLIUX
pPYKOBOAUTesJEW B JeMOHCTpAallMM HMHU
JiJiepcTBa B chepe UX OTBETCTBEHHOCTH.

[IPUMEYAHUE CjioBO «OM3HEC» B JaHHOM
MexayHapogHoM CTaHJapTe MOXXHO MOHUMAThb
B LUIMPOKOM CMbICJE, KaK OTOOpaXXKeHUE BUJOB
JesATeJbHOCTH, KOTOPbIE SIBJISIOTCA KJIHYEBbIMU
OJs  UeJell  CylleCTBOBAaHUS OpraHU3alUH,
He3aBUCHUMO OT TOro, SBJSETCS JIM OHa
rocy/lapCTBEHHOW, 4YacTHOW, CTaBUT JK OHaA
CBOeM 11eJIbI0 MoJydYeHHre NPUObIIU UIH HET.

5.1.2 OpueHTanusA HA NOTpeGHUTE s

Bhiclllee pyKOBOZCTBO JIOJDKHO JEMOHCTPUPOBATh
JIUIEPCTBO M TPUBEPKEHHOCTb B OTHOUIEHUHU
BONPOCOB  OpHEHTAllMd  Ha  HOTpPeOuTess
MOCPeICTBOM 0becriedeHus TOro, YTo:

a) TpebGoBaHUA TMOTpebUTesS e, a TaKXKe
NpUMEHUMbIEe 3aKOHO/IaTeJIbHbIe U
perJiaMeHTUpylole TpeGoBaHUs

onpenesieHbl, NMOHATBI M ITOCJI€eAO0BATEJ/JIbHO
BBITIOJIHAKOTCA;

b) pHUCKM ¥ BO3MOXKHOCTH, KOTOpPbIE MOTYT
OKa3blBaTh BJIUSSHHE Ha COOTBETCTBUE
OPOAYKLUMM M YCIyT W Ha CIOCOOHOCTH
NOBBIIIATH YA0BJIETBOPEHHOCTh
noTpebuTesel, onpesiesieHbl U YYTEHBI;

C) MoAAep>KUBAeTCs OpHeHTaLus Ha
HOBbILIEHHE yA,0BJIETBOPEHHOCTH
noTpebuTeseH .

5.2 IlosmuTukKa
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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;

c) includes a commitment to satisfy applicable
requirements;

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

5.2.2 Communicating the quality policy

The quality policy shall:

a) Dbe 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.

5.3 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;

© IS0 2015 - All rights reserved

5.2.1 Pa3pa6oTKa MNOJUTUKH B 06/IaCTH
KayecTBa

Boiciiee pyKOBOACTBO [JOJDKHO pa3paboTaTh,
BHEJIDUTb U TMOJAJEPNKUBATb B aKTyaJbHOM
COCTOSIHMM MOJMTUKY B 06JAaCTH KayecTBa,
KoTopas:

a) COOTBETCTBYeT HaMepeHUsM U  cpeje
OpraHMsalnuy, a TakKke I[OJJep>KUBaeT
CTpaTeruyeckoe HallpaBJieHHe ee Pa3BUTHUSA;

b) co3/aeT OCHOBY JJis yCTaHOBJIEHUS IieJied B
00J1aCTH Ka4yecTBa;

C) BKJIOYAaeT B  cebs  NPUBEPNKEHHOCTb
COOTBETCTBOBATh NPUMEHUMBIM
Tpe6GOBaAHUSAM;

d) BkJlOYaeT B  cebs  NPUBEPKEHHOCTb
MOCTOSIHHO YJIy4YIIaTh CUCTEMY MeHEe/P)KMEHTa

Ka4dyecCTBa.

5.2.2 JloBeaeHue 006J1aCTH

KadyecTBa

INOJIMTUKH B

[TosnTHKa B 06J1aCTH KayecTBa AOJIXKHA:

a) ObITb JOCTYNHOM W NOAJEPXHUBAThCI B
pabouem COCTOSTHUM Kak
JIOKYMEeHTHUpPOBaHHasl MHPOpMaLUs;

b) ObITH [OBeJeHa [0 CBeJeHUs IepCcoHasa,

HNOHSATHA U NPUMEeHSAThCA BHYTpPH
OpraHMu3aIuy;

c) OBITh JIOCTYIIHOM JJIsT Ba>KHbIX
3aUHTEPECOBAHHbIX  CTOPOH, €CAU  3TO
pUEMJIEMO.

5.3 ®yHKUMH, OTBETCTBEHHOCTbD u
IMMOJIHOMOYHA B OPpraHUu3alluu

Beiciiee pPyKOBOJACTBO JIO/DKHO  00€CIEYUThb

omnpe/iejieHHe, [OBeJleHHe [0 IepcoHajsa H

INOHMMAaHHUE B OpPraHuU3alilMl OTBETCTBEHHOCTU U

OJTHOMOYHMH LIS BBIIIOJTHEHUS
COOTBETCTBYIOUIUX QYHKIUM.
Bbiciiee  pykOBOACTBO JOJDKHO — ONpeje/iTb

OTBETCTBEHHOCTDb U ITIOJIHOMOYHA OJIA:

a) obGecrnedyeHwUs COOTBETCTBUHA CUCTEMBI
MeHe/PKMEHTa  KadyecTBa  Tpe6GOBaHUAM
JaHHoro MexayHapoaHoro CTaHAapTa;

b) ob6ecneueHus noJIy4yeHus HaMeYyeHHbIX
pe3yJIbTaTOB MPOLECCOB;

C) OTYETHOCTH, B  YaCTHOCTH, BbICLIEMY
PYKOBOACTBY 0 pe3yJsibTaTax
bYHKIMOHUPOBAHUS CUCTEMBI
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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.

6 Planning

6.1 Actions to address risks and
opportunities

6.1.1 When planning for the quality

management system, the organization shall
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) howto:

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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MeHEe/PKMEHTa KauyeCTBa U BO3MOXKHOCTSIX ee
yaydmenus (cm. m. 10.1);

d) oGecreyeHUs1 OpUEHTAIUM Ha IOTpPeOHTeJIs
BO BCEH OpraHu3aluu;

e) obecredyeHUs] COXpaHEHUS  I[€JIOCTHOCTH
CUCTEMBl MEHE/PKMEHTa KadecTBa IpH
IJIaHWUPOBAaHUM M BHeJ[pEHUM HU3MeHEHUH B
CUCTEMY MeHe/PKMeHTa KayecTBa.

6 IlllanupoBaHue

6.1 /[leicTBUA B OTHOLUEHUU PHUCKOB H
BO3MOXKHOCTeN

6.1.1 Ilpu nyiaHMPOBAHUHU B paMKaX CHUCTEMBI
MeHeJKMeHTa KayecTBa OpraHU3alus JoJHKHA
paccMOTpeTh BONPOCHI, YKa3aHHble B I. 4.1 U
TpebGOBaHUsl, yKa3aHHbIE B . 4.2 U oNpeAeuTb
PUCKH M BO3MOXXHOCTH, KOTOpPblE HYX/JAIOTCS B
0o06palleHNuH AJIs:

a) obecrneyeHUss YBEPEHHOCTH B TOM, 4YTO
cUCTeMa MeHe/)KMEeHTa KayecTBa MOXKET
JIOCTUYb CBOUX HAMEUYEHHbBIX Pe3yJIbTaTOB;

b) YCUJIEHHA KeJIaTeJIbHbIX HOCJIE,ZLCTBPIfl;

C) TmpeAoOTBpallleHUS WA
HeXKeJIaTeJIbHbIX MOCIe/CTBUH;

YMEHbUIEHUA

d) JocTuxKeHUd yaydllleHUs.

6.1.2 Opranusanud fo/pKHA JIaHUPOBATh:

a) JeHCTBUS MO 0OpalleHUI0 C 3STUMU PUCKAMU U
BO3MOXXHOCTSIMU;

b) TO, KaKuM 0Gpaz3oM:

1) uHTerpupoBaTb W  BHEJPATh  3TH
JeHcTBUA B MPOIECCHI CUCTEMBI
MeHeIKMeHTa KauyecTBa (cM. 1. 4.4);

2) oleHUBAaThb Pe3yJbTAaTUBHOCTb  3THX
JeHCTBUH.

JleficTBUS, TNpeApUHUMAeMble B OTHOIIEHUH
PUCKOB U  BO3MOXHOCTEH, [IO/DKHBI  OBbITh
MPOIOPIIMOHAIbHBI HX MOTEHIUATBHOMY

BJIMAHHUIO Ha COOTBETCTBUE IPOAYKIUH U YCIIYT.

[TPUMEYAHMUE 1 BapuaHTbl pearnpoBaHUsl Ha PUCKHU
MOTYT BKJIIOYaTb Mepbl O H30eXaHWI0  PHUCKa,
NpUHATHE PpUCKA [AJd peaJu3allid BO3MOXXHOCTEH,

yCTpaHeHHue HCTOYHHKA pHUCKa, HU3MEHEeHHue
BE€POATHOCTH HJIHU HOCJ’IeACTBHﬁ, pacnpeneseHrue
pUCKa HWJIM COXpaHEHHUsA PpUCKa B pe3yJjbTaTe

060CHOBAHHOTO peLIeHHUs .

[TPUMEYAHHUE 2 B0o3MOXXHOCTU MOTYT NPHUBECTH K
NPUHATHIO HOBBIX NPaKTUK, 3amyCcKy HOBOWU
NPOJAYKIHH, OTKPBITHIO HOBBIX PBIHKOB, NMOSIBJIEHHUIO
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6.2 Quality objectives and planning to
achieve them

621 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.

6.22 When planning how to achieve its quality

objectives, the  organization  shall
determine:

a) what will be done;

b) what resources will be required;
c) 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).
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HOBBIX  K/JMEHTOB, MOCTPOEHHI0  NapPTHEPCKHUX
OTHOLIEHUH, HCIO0Jb30BaHUI0 HOBBIX TEXHOJIOTMH M
JPYrUX JKeJAaeMbIX M peasibHbIX BO3MOXHOCTEH,
YTOOBI y4eCThb MOTPEGHOCTH OPraHU3alud WU ee
NOTpeOUTENEN.

6.2 lleam B o06JIaCTM KayecTBa H
IJIAaHMPOBAaHHUE UX JOCTHKEHUS

6.21 OpraHusanus JOJ:KHA YCTAHOBUTH Liesv
B 006JIaCTM KayecTBa /i COOTBETCTBYHOIIUX

byHKIMYM, YpoOBHEHW, a TakKe IPOILECCOB,
HeOOXOJIUMbIX [IJIT CUCTEMBI MeHePKMeHTa
KavyecTBa.

L[eJm B 06J1aCTH KayecTBa AOJIXKHBI:

a) ObITb COrJIACOBAHHBIMU C TOJUTUKOU B

006J1aCTH Ka4eCcTBa;
b) 6BITb U3BMEPUMBIMHU;

€) yYUTBIBAaTb MIPUMEHUMbIe TPeGOBAHUS;

d) ObITb  CBfI3aHHBIMM C  OOecneYyeHHEM
COOTBETCTBUSA MPOAYKUMHU U YCIYT U
NOBbILIEHUEM YA0BJIETBOPEHHOCTH
noTtpebuTesel;

€) TMoAJiekaTb MOHUTOPHUHTIY;
f) ObITb JOBEIEHHBIMHU JI0 IEPCOHAIA;

g) aKTyaJu3upoBaThbCs o
Heo0X0JJUMOCTH.

Mepe

OpraHusanus Jo/DKHA NOJJlepKUBAaTh B paboyeM
COCTOSIHMH JJOKYMEHTUPOBAHHYI0 HHPOPMALUIO O
1esigX B 06J1aCTH KayecTBa.

622 Ilpy T[JIaHUpPOBAaHUU  JAEWCTBUU 1O

JOCTHKEHUIO LleJiell B 06J1acTH KadecTBa
OopraHu3salus J0/’KHa ONPEe/Ie/UTh:

a) 4TO J0JIKHO OBITh C/le/1aHo;

b) kakue noTpebYIOTCS PECYpChl;

C) KTO Oy/eT HECTH OTBETCTBEHHOCTb;

d) korjaaTu AeHcTBUs OYAYyT 3aBEPLIEHbI;

e) KakuM  o006pa3oM
pe3yJIbTaThl.

OyAyT  OLEHUBAThCHA

6.3 Ill1aHupoBaHMe U3MEHEHUN

Tam, rje opraHu3anus onpejiensieT
HEOOXOAMMOCTb  M3MEHEHHH B  CHUCTEMe
MeHeDKMeHTa KadecTBa, OJTH H3MeHeHUs

JLOJIKHBI OCYILeCTBJSTbCS HA MJIAHOBOW OCHOBE
(cm. 1. 4.4).
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The organization shall consider:

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

b) the integrity of the quality management
system;

c) the availability of resources;

d) the allocation or reallocation of
responsibilities and authorities.

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;

€) transportation resources;

d) information and communication technology.
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OpI‘aHI/ISaLII/IH AOJIXKHA paCCMaTpPHUBATh:

a) neJan H3MEeHEeHUN U uX MNOoTEeHIaJIbHbIE

MOCJIe/ICTBUS;

b) wuesnocTHOCTH CUCTEMBI MeHePKMeHTa
KayecTBa;

C) JIOCTYIIHOCTBb PECYpCOB;

d) pacmnpeneneHve WIM IepepacnpejesieHue

OTBETCTBEHHOCTH U ITOJTHOMOYHU .
7 Tlopaaepikka

7.1 Pecypcol

7.1.1 0O6Iuue NMoJIoKeHUA

OpraHusanus A0/KHA ONpeseiuTh U 00eCreduThb
Ha/in4iue pecypcos, He06X0UMBbIX AN
pa3paboTKH, NpUMeHeHHs, TOAJepXaHUsA B
paboyeM COCTOSIHUM U NMOCTOSTHHOTO YJIyYIlEeHUs
CHUCTeMbl MEHE/I)KMEHTA KauyecTBa.

OpI‘aHI/IBaI_[I/IH AO0JI’KHA paCCMAaTpHUBATh:

a) BO3MOXHOCTHU W OrpaHHUY€HHA, CBA3dAHHbIE C
CylieCTBYIOIITUMHU BHYTPEHHUMU peCypCaMH;

b) 4YTO He06XOAHWMO MOJYYUTb OT BHELIHUX
MOCTaBLIUKOB.

7.1.2 YesioBeuecKue pecypchbl

Opranuzsanus JloJDKHA onpeneauTb u
00ecrnedyuTh HaJIUYME JIUI, HEOOXOAUMBIX JJIs
pe3yJbTaTUBHOTO  NPUMEHEHUS  CUCTEMBI
MeHeP)KMeHTa KayecTBa U JJ1s1
OYHKIIMOHUPOBAHUS W yIOpaBJeHUs  ee
NpoLiecCaMH.

7.1.3 UndppacTpykTypa

Opranusanus [0/KHA ONpeJIeTUTh, 06eCedrThb
u No/IIEPKUBATh HHOPACTPYKTYPY,
HeoOX0/IUMYI0 JiJId  QYHKIIMOHUPOBAHUS ee
MPOLIECCOB C IIeJIbI0 JIOCTH)KEHUS] COOTBETCTBUSA

HPOJAYKLUU U YCIYT.

[TPUMEYAHUE
BKJIIOYATh:

UHdpacTpykTypa  MOXeT

a) 3/1aHHA U COOTBETCTBYOIIHE COOPYXEHUA;

b) obopyjoBaHHe, BKJ/OYas
IIporpaMMHbIe CpeJiCTBa;

TeXHU4YeCKHe H

¢) TpaHCHOPTHBIE PeCypChl;
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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 ofits 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 measuringresources

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 fitness for
purpose of the monitoring and measurement
resources.
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d) mHPopMaUUOHHbIE W KOMMYHHKAaIMOHHbIE

TEXHOJIOTUH.

7.1.4. Cpepa A $yHKUMOHUpOBaHUA
NMPOLLECCOB

Opranusauus JIOJIKHA ONpe/leJIUTh,

06ecrnevyuThb 51 oA epKUBaTh cpeny,

HeOOXO0UMYI0 /I (QYHKIHUOHHUPOBAHUS ee
NpOIECCOB U  JIOCTHXKEHHSI COOTBETCTBUSA
TPe6GOBAHUAM K TPOAYKIIUU U YCIYTaAM.

[TPUMEYAHUE [logxopduasa cpefa MOMXKET
NpeACTaBAsATh cobou COBOKYIHOCTb
YeJIOBEYEeCKUX M (PU3NYeCKUX (PAKTOPOB, TaKHX
KakK:

a) coLMaJibHble (Hanpumep, OTCYTCTBHUE
JUCKPUMHUHALMY, CIIOKOWCTBUE,
6eCKOHGJINKTHOCTD);

b) ncuxosioruvyeckve  (HampuMep, CHHXKeHHUe
YPOBHS cTpecca, npoduaKTUKa
3MOILIMOHAJIBHOIO BbIFOPaHUS,
IMOILIMOHA/IbHASA 3aLMTa);

¢) ¢dusuveckue (Hanpumep, TeMIeparTypa,
TEIJIOBOW IMOTOK, BJIQXKHOCTb, OCBeIlleHHE,

ABWXXEHHEe BO3yXd, THTHEHa, I_LIYM)

3T GaKTOpbI MOTYT CYLIeCTBEHHO pas/hyaThbCs B
3aBMCHMOCTH OT NPOU3BOLHMMOM NPOAYKLHUHU U
NpesoCTaBIgeMbIX YCIAYT.

7.1.5 Pecypcsl

HU3MEpEeHUusA

A1 MOHUTOpPHUHIA H

7.1.5.1 061 e Tpe6o0BaHUS

Opranuzsanus JOoJHKHA ONpeeuTh u
NpeaoCTaBUTh PeCypchbl, Heob6XoAHMble [Jis
obGecrieyeHUs1 JEeNCTBUTEJbHBIX M HaJeXHbIX
pe3yJbTaTOB B T€X CAy4asix, KOrJla MOHUTOPHUHT
WIH M3MepeHUs HCIIOJTb3YIOTCS JUis
MO/ITBEPXK/IEHUSI COOTBETCTBUS MPOJAYKIUH U
yCJIYT TpeOOBaHUSIM.

OpraHusanus JO/DKHA  06ecrnedyuTb, 4YTOObI

npeJioCcTaBJIeHHbIE PeCYPChI:

a) NOAXOAWJIH KOHKPETHOMY BUAY
OCyILeCTBJISIEMOM JlesTeJIbHOCTH o

MOHUTOPHUHTY U U3BMEPEHUAM,

b) mnoaaepKUBaIUCh B pabouyeM COCTOSIHUHU [Jis
obecrnieyeHUs] UX HOCTOSIHHOM MPUTOJHOCTH
HCXO/s1 U3 UX Ha3HAYEeHMUSI.

Opranusanus JLOJKHA COXpaHSATb
COOTBETCTBYIOILYIO JIOKyMEHTHUPOBAHHY0
uHpopManMio B  KayecTBe  CBHUJETEJbCTBA
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7.1.5.2 Measurement traceability

When measurement traceability 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;

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:
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NpUrogHoCTu pecypcoB a4 MOHHTOPHHIa H
HN3MEPEHUA.

7.1.5.2 IIpocie;kuBaeMoOCTb U3MepPeHUs

B Tex caydyasx, Korja MpOC/JEXHBAEMOCTh
U3MepeHUs1  [BJsSIeTC  TpeOGOBaHUEM  WJIH
paccMaTpUBaeTCs OpraHu3alded B KadyecTBe
BaXXHOTO 3JieMeHTa Jil obecredyeHus
YBEPEHHOCTH B MPaBOMOYHOCTH pe3yJbTaTOB
HM3MepEeHHs], H3MepUTeJbHOEe 060pyJoBaHHe
JOJIDKHO OBITh:

a) OTKaJUOpPOBaHO HW/WJM IIOBEpeHO 4Yepes
YyCTaHOBJIEHHbIE MEpPUOJbl WU Tepes; ero
npUMeHeHueM B COOTBETCTBUHU c
HallMOHAJIbHBIMU HWJK MeXAyHapOAHbIMHU
CTaHJapTaMu [Ipy OTCYyTCTBUH TaKHUX
CTaHJApTOB 0a3a, MWCIOJb30BaHHAsA JJIs
KaJMOGpPOBKU WJIM MOBEPKH, LOKHA ObITh
3aperuCTpUpOBAaHHOM M COXpPaHATbCA B
KayecTBe JOKYMEHTHUPOBaHHOM
uHbopMaLuy;

b) wuAeHTUGUIUPOBAHO B IEJIAX YCTAHOBJIEHUS
UX CTaTyca;

C) 3alUIleHO OT PEeryJMpOBOK, MOBPEXAEHUS
U YXyALIEeHUsI COCTOSIHUS, KOTOphIe Cllesialu

OBl HeJeHCTBUTEJIbHBIMH CcTaTycC
KaJIMOPOBKU U MOCJAEAYIIIMe Pe3yabTaThbl
HM3MepPEHUSL.
OpraHusanus JOJIKHA onpe/ie/IUTh
JIeCTBUTENbHOCTh MPEJbIAYIINX Pe3yJbTaTOB
M3MepeHUs1 B TexX CcJydyasx, Korja OblIo

0O6HApPYKEeHO, YTO HM3MEPUTEJbHOE 000pYyAOBaHUE
HEMPUTOAHO JJII IPUMeEHEeHUs 10 Ha3HAYEeHUIO U,
npu HeOo6X0/IUMOCTH npeAnpUHATh
COOTBETCTBYIOLUE JeHCTBUS.

7.1.6 3HaHUA OpraHu3saLuu

OpraHusauus [JO/DKHA OINpeJeJIUTh  3HaHUf,
HeoOXxoAuMble Ji1  QYHKIMOHUPOBAHUS  ee
IpOLIeCCOB U JJIsl JIOCTHXKEHUS COOTBETCTBUS

HNPOJYKLUU U YCIYT.

3HaHUA JIO/DKHBI TOJIJIEPKUBATBCA U OBITh
JOCTYIHBIMU B HEOOGXO0JMMOM 0G'heMe.

[Ipy paccMOTpeHMH H3MEHSIOLUXCA HYX[J U
TeHJleHIUI opraHusalysa JOoJDKHA NPUHHUMAaTb
BO BHMMaHMEe HMeWIIUecs y Hee 3HaHUA U
onpeJiesfaTb, KaKMM 00pa3oM MOJIYYUTb HJHU
obecneyuTb JOCTyD K JIONOJIHUTEJbHbIM
3HAHUSM U UX aKTyaJU3alUu.

[NPUMEYAHHE 1 3HaHUS OpraHUsalUMU 3TO
3HaHUs, crneuudUYHble [IJIsT OpraHU3alud; B
OCHOBHOM TMOJIyYeHHble Ha OCHOBE OIbITA.
3HaHuss - 3TO0 uHopManus, KoTopas
HCIIOJIb3yeTCd U KOTOPOH OOMEHHBAKTCH MAJIsA
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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).

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.

NOTE Applicable actions can include, for

example, the provision of training to, the mentoring

of, or the re- assignment of currently employed

persons; or the hiring or contracting of competent
persons.

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
quality management system, including the
benefits of improved performance;

d) the implications of not conforming with the
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JOCTHXKEeHUS 1[eJIed OpraHu3aIuu.

[NTPUMEYAHUE 2
MOTYT ObITh:

OcHOBO 3HaHUU OpraHU3alUHU

a) BHYTpeHHHE HMCTOYHUKH (Hampumep,
HWHTeJ/VIEKTya/lbHasi COGCTBEHHOCTh; 3HAHHUS,
MOJIy4YeHHbIe U3 OIbITA; BbIBO/IbI, U3BJIEeYEHHbIE
Y3 Hey/IJaYHbIX WUJIH YCIEIHbIX MPOEKTOB; C60p U
0O6MeH HeJJOKyMEeHTUPOBAaHHBIMU 3HAHUSAMH H
OTBITOM; pe3yJIbTAaThl YJy4dlIeHHH MPOIECCOB,

OPOAYKLUH U YCIYT);

b) BHelIHHE UCTOYHUKU (Hanmpumep,
CTaH/JAPTHI, Hay4HoOe CO06I111eCTBO,
KOoHepeHLUH, 3HaHUdA, IOJIyYeHHble OT

HOTpe6HTeﬂeﬁ MU BHEIIHUX l'IOCTaBH_lI/IKOB).
7.2 KoMneTeHTHOCTb

OpraHusanus AoJLKHA:

a) omnpeaesdaThb HEe06X0MMYI0
KOMIETEHTHOCTb JiKI(a), BBIIOJHSOLIUX
(ero) paboTy moJ ee ynpaBjeHHeM, KOTOpas
OKa3blBaeT BJIUSIHME HA  pe3yJbTaThbl
JlesITeJIbHOCTH U pe3yJbTaTUBHOCTb
CUCTEeMbI MEHE/P)KMEeHTa KaueCTBa;

b) ob6ecneyuMBaTh KOMIETEHTHOCTb 3TUX JIHI]
Ha OCHOBe COOTBETCTBYIOLIETO
06pa3oBaHUs, MOATOTOBKH UJIH ONBITA;

€) TaM TrJe NOpPUMEeHHUMO, HpeJIpUHUMATh
JIeHCTBYs, HanpaBJieHHble Ha obecredyeHue
TpebyeMOol KOMIEeTeHTHOCTH, U OI[eHHUBATh

pe3ybTaTUBHOCTD npeAnpUHATHIX
JeHCTBUM;
d) coxpaHATb COOTBETCTRBYIOILYIO

JIOKYMEHTHUPOBaHHY0 HUHPOpMalMI0  Kak
CBU/IETEJIbCTBO KOMIIETEHTHOCTH.

[TPUMEYAHHUE [IpyuMeHUMBIE JencTBUA
MOTYT BKJIIOYATh, HAIIPUMED, IPOBeJieHUE 00yIeHHs,
HacTaBHUYECTBO WIn nepepacnpejejeHne

0653aHHOCTEH Cpeid MMEIOLErocsi MepcoHasa; WM
’Ke HaeM JIML, 06JaJlaloliuX TpeGyeMbIM ypOBHEM
KOMIETEHTHOCTH.

7.3 0cBeaOMJ/IEHHOCTb

OpraHusanusi [JO/DKHAa  00eCrnedyuThb, YTOOBI

COOTBETCTBYIOIIME JIMIA, BBINOJTHAIOIIME PAaGOTy

o yHpaBJeHUEM opraHu3aluy, OBLIU

OCBEJIOMJIEHBI O:

a) TMOJIMTHKe B 00/1aCTH Ka4eCTBa;

b) cooTBeTCcTBylOIUX Leasix B  00JlacTH
KayecTBa;

€C) cBoeM BKJaJe B  pe3yJbTAaTUBHOCTb
CHCTeMbl MEeHePKMeHTa KadyecTBa, BKJIIYas
noJb3y OT  yJy4lleHWs1  pPe3yJIbTaTOB
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quality management system requirements.

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;

c) with whom to communicate;
d) how to communicate;

e) who communicates.
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);
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AeATeJIbHOCTH;

d) nmocjeJCTBHUAX HEeCOOTBETCTBHUA
TpE6OBaHI/IHM CHUCTEeMbI MeHe/)KMeHTa
Ka4decCTBa.

7.4 OO6MeH uHpopmanuen

Opraﬂnsaunﬂ AO0JI2>KHa OoIlpeeJIMTb BHYTPEHHHE U
BHEIIHHUE KOMMYHHWKAIIUH, OTHOCALIHNECA K
CHCTeMe MEeHEJXXMEHTAa Ka4eCTBa, BK/IIOYad:

a) Kakas uHdopmanus 6yJeT nepeaaBaThCs;
b) Korjga 6yaeT nepejaBaThCsa MHGOPMaLKS;
C) KoMy GyzeT nepeaaBaTbcsd MHPpopMaIus;

d) kakuM o6pa3oM oHa Oy/IeT mepeJaBaThCs;

€) KTOo OyJeT nepe/ilaBaTh HHPOPMAI[HIO.
7.5 [loKyMeHTHMpOBaHHas HHPOpPMaALUA

7.5.1 O6uue NoJjI0KeHusa

CucrteMa MeHeKMEHTA KayecTBa OpraHU3alHHd
JOJDKHA BKIIOYATh:

a) JOKyMEHTHUPOBAaHHYIO MHboOpMaLUIo,

TpebyeMyl  JaHHBIM  MeXAyHapoaHbIM
Crangaprtom;

b) J0KyMeHTHUPOBaHHYIO MH$OpMaLUIo,
onpe/ieJIeHHY0 opraHu3anuen KaK
HEeoOXOUMYIO s obecreyeHus
pPe3yJbTaTUBHOCTU CUCTEMbl MeHEeIKMEeHTa
KayecTBa.

[TPUMEYAHHUE 06BeM

JIOKYMEHTHPOBAaHHON WHGOpPMALMU CHUCTEMBI
MeHe/JKMeHTa KayeCTBa MOXET pa3/indyaThbCAd B
Pa3/IMYHBIX OPTaHU3ALUAX B 3aBUCUMOCTH OT:

— pa3Mmepa OpraHu3anuun )51 BHU/Ja ee
AeATEeJIbHOCTH, IMpPOoLeccoB, MNOPOAYKIHUHU U
yCayr;

— CJIOXKHOCTH IMPOLECCOB U UX B3aI/IMO,ZLef/'ICTBI/IH;

— KOMIIETEHTHOCTH MepCcoHaa.
7.5.2 Co3jaHMe U aKTya/M3anus

[Ipu CO3/1aHUHU U aKTyaJu3aluu
JIOKYMEHTHPOBAaHHOM MHPOpPMALUU OpraHU3aLs
Jl0JKHa 06ecrneduTb COOTBETCTBYIOLIME:

a) uAeHTUPUKALHMIO U HalMeHOBaHUe
(Hanmpumep, Ha3BaHHE, JarTa, aBToOp,
CCbLIIOYHBIN HOMED);

b) ¢opmar (HampuMep, SI3bIK, Bepcus
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c) review and approval for suitability and
adequacy.

7.5.3 Control of documentedinformation

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,
preservation of legibility;

including

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.

8. Operation

8.1 Operational planning and control

The organization shall plan, implement and
control the processes (see 4.4) needed to meet
© IS0 2015 - All rights reserved

nporpaMMHoOro ob6ecrnedyeHus, rpapuyeckue
cpeJicTBa) U HOCUTEJb (HampumMmep,
OGyMaKHbIN WU 3JIEKTPOHHBIN);

C) a”asu3 U odpullMaIbHOE 0J06pEeHHE C TOYKH
3peHHs aIeKBaTHOCTH U IPUTOAHOCTH.

7.5.3 Yupan/ieHue
uHopmanmen

JAOKYMEHTHPOBAaHHOM

7.5.3.1 JlokyMeHTHpOBaHHas  WH}popMalus,
TpebGyeMasi CHCTEMOM MeHeP)KMEeHTa KauecTBa U
JIaHHBIM MexxayHapoJHbIM CraHzgapToM,
JIOJDKHA YIIPaBJSATHCS JJ1s1 06ecriedeHusI ee:

a) [JOCTYNHOCTH W MPUTOJHOCTH, TZe U Korja
OHa HE06X0AMMa;

b) pgocratoyHoi  3amuThl  (HampuUMep, OT
HEeCOOJII0 e HUSI KOH(}U/IeHIMAJIbHOCTH,
HeHa/JIeXKallero UCIoJb30BaHUsl UK IOTepU
I[eJIOCTHOCTH).

7.5.3.2 [lnda ynpaBJieHUsl JOKYMEHTHPOBAaHHOU

nHbopManuen opraHusanus JlOJDKHA
npefycMaTpUBaTh CleAyloliue AelCTBUS B TOU
CTeNeHH, HACKOJIbKO 3TO NTPUMEHUMO:

a) pacnpenesieHde, obecnedyeHWe — JOCTYIa,
obecneyeHre MOUCKA U UCIIOIb30BAHHUE;

b) xpaHeHue u COXpaHEeHME, BKJIIOYAst
coXpaHeHHe pa3boPUYUBOCTH;
C) ympaBJieHWe  W3MeHeHUsIMH  (HampumMmep,

yIpaBJeHUE BEPCUSIMHU);
d) coxpaHeHHe U U3BATHE.

JlokyMeHTHpOBaHHasA WH$OpMaLMs BHEIIHETo
IPOUCXOXKAEHUs, ONpesiesieHHass opraHu3alyei
Kak HeoOxoAuMasi [Jil IJIAHUPOBAHUA M
GYHKIMOHUPOBAHUS CHUCTEMBl MeHe»KMeHTa
KayecTBa, [JO/DKHA ObITh MPHUEMJIEMBIM 06pa3oM
UJeHTUGUIIMPOBaHA U yIPaBJISTHCS.

JlokyMeHTHpOBaHHasA WHPopMaLus, XpaHsalasacs
KaK CBU/IETEJIbCTBO COOTBETCTBUSA JOKHA ObITh
3aljMIeHa OT HenpeJHaMePEeHHbIX U3MEeHEHUH.

[TPUMEYAHUE Hoctyn MOXKeT
NoJipasyMeBaTh pellleH’e 0 pa3pelleHUH TOJIbKO
IpOCMOTpa JOKYMEHTUPOBAaHHON HHpOpPMaLUU
WJIY paspelleHre MPOoCMOTpa C MOJHOMOYUAMU
no BHECEHHUIO W3MeHEeHUN B
JIOKYMEHTHPOBAHHY0 HHPOPMALHUIO.

8 OmnepaunuvoHHasA AeATEJIbHOCTb

8.1 IlnnanupoBaHue u ynpasJjieHue
onepanusaMu
OpI‘aHI/IBaLII/IH AOJIXKHaA IJIaHUPOBATD,

OCYLIECTBJIATD U YNPABJATh NpoleccaMu (cM. IL



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;

c) determining the resources needed to achieve
conformity to the product and service
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.
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).

8.2Requirements 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;

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

d) handling or controlling customer property;
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4.4), Heob6GXOAWUMBIMU  JJis BBIIIOJTHEHUSA
Tpe6GOBAaHUK K IMOCTaBKe MPOAYKIUH U
Npes0CTaABJEHUIO YCAYT U AJS1 OCYIIeCTBJIEHUS
JEeNCTBUN, onpeJeseHHbIX B Pasgene 6
MoCpe/ICTBOM:

a) ompejesieHUs TpeGOBAaHUNW K MPOAYKLHH H
ycayraw;

b) ycTaHOBJIEHUS] KPUTEPUEB JIJIS:
1) mnporeccos;
2) TpUeMKH NPOJYKIHH U yCIyT;

C) omnpejeseHUs PecypcoB, HEOOXOJUMBIX AJI
JIOCTHKEHHSI COOTBETCTBUSI TPeGOBAHUAM K
NPOJYKLUH U yCIyTraMm;

d) BHeJpeHUs1 yIpaBJieHUs
COOTBETCTBUHU c
KpUTEpHUAMUY;

nponeccaMu B
YCTaHOBJIEHHBIMH

€) omnpejeseHus, MOAJlepKaHUA U COXPAHEHMUS
JIOKyMeHTHPOBaHHOU vHbopManuu B
06 beMe, He0OX0JUMOM JLJIST:

1) oGecneyeHHUs] YBEpPEeHHOCTH B TOM, UTO

NpOIECChl BBLIMOJIHAJINUCh TaK, KakK 3TO ObLIO
3aMJIaHUPOBAHO;
2) Jaasa  AeMOHCTpallUd  COOTBETCTBHUS

HNPOJAYKLHH U YCIyT Tpe6GOBaHUAM.

Pe3ysbTaTbl TaKOro IJIAHUPOBAHUA JOJIKHBI
ObITb  NOAXOJAIMMH  JJI  JleATeJbHOCTH
OpraHU3alyu.

Opranusanus JLOJDKHA yNpaBJIATb
3allJIaHUPOBaHHbIMU U3MEeHEeHUsIMHU U
aHA/JIM3UPOBaThb MNOC/JAEACTBUA HeNpeJBUAEHHbIX
M3MeHEeHUH, npeAnpyUHUMas, npu
HeOOX0JMMOCTH, MEpPbI IO CMSTYEHUIO JIIOOBIX
HeraTUBHbIX BO3/1€HCTBHUH.

OpraHusanuss Jlo/bKkHa  obecrieduBaTh, 4YTOObI
npolLecchl, Nepe/laHHble BHEIIHUM OpraHU3aLUsM,
HaxOJWJIMCh IO yIpaBjieHueM (cM. 1. 8.4).

8.2 Tpe6oBaHUA K NPOAYKIHHU U YCIyramM

8.2.1 C(CBA3b C NOTPEOUTEJIAMU

CBsI3b C l'IOTpe6I/IT€‘JIHMI/I AO0JI2KHA BKJIIOYATb:

a) obecrneyeHre WHOpPMALMEH O MPOAYKIMU U
yCJIyTrax;

b) 06paboTKy 3ampocoB, KOHTPAKTOB
3aKa30B, BKJ/IIOYask UX U3MEHEHHS;

UJIn

€) TmoJiydeHHe OT3bIBOB O MPOAYKLMHU U yCayrax

OT TmOTpebuTeseld, BKJWOYAsA MpPETeH3UU
noTpebuTenen;
d) o6pauieHue WU ynpaBJieHUe
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e) establishing specific requirements for
contingency actions, when relevant.

8.2.2 Determining the requirements for
products andservices

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

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

1) any applicable statutory and regulatory
requirements;

2) those considered necessary by the
organization;

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

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
post- delivery activities;

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

c) 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
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COOGCTBEHHOCTBIO MTOTPEGUTEEH;

€) YCTaHOBJIEHME CIlellMaJbHbIX TpeGOBaHUU K
JleCTBUSAM, npeAnpUHUMAEMbIM B
Helpe/BUJIeHHbIX 00CTOATENbCTBAX TaM, Ie
3TO NPUMEHHUMO.

8.2.2 OmnpepgeseHue Tpe6GOBaHUH,

OTHOCALIUXCA K NPOAYKIMH U YCIyram

[Ipu ompenesieHun TpebOBaHUM K NPOAYKIUU U
ycayraM, — KOTopble — OyAyT — NpejJiaraThbcs
HOTpe6UTeNAM, OpraHu3anus JLOJDKHA
00eCIeqYUTh, YTO:

a) TpeboBaHUA K MPOAYKIHUU U
olpe/iesieHbl, BKJIOYast:

ycjayram

1) mnpuMeHHMble  3aKOHOJATEJbHbIE U
perJjiaMeHTHpYIolIe TpeGoBaHUS ;

2) TpeboBaHu4, paccMaTpuBaeMble
opraHusanuei Kak He06X0AUMBbIE;

b) opraHu3zanusg MOXKeT BBINOJJIHATh TPEOOBAHUS
K MpPOAYKLUMHM M yCjayraMm, KOTOpble OHa
npejJaraer.

8.2.3 AHanu3 TpeGOBaHMW, OTHOCAIUXCA K
NPOAYKIMH U YCJAyram

8231 OpraHusanusi Jo/DKHA 00ecnedyuThb
CIOCOOHOCTh  BBINOJHATHL  Tpeb6oBaHUSA K
NpOJAYKIIMKM W yCJIyraM, KOTOpble  OHA
npeajaraetr — notpeburtensMm.  OpraHusauus
JO/DKHA TPOBOJWTH aHAJNM3 IpeXxJe 4YeM
NPUHATL HA cebs 00653aTeJbCTBO IMOCTABUTH
NPOAYKIHIO UM 0Ka3aTh YCAYTU IOTPEOUTENAM,
YTOOBI yYECTh:

a) TpeboBaHUs, yCTaHOBJIEHHbIE
noTpe6uTesieM, B TOM 4HcCJe Tpe6GoBaHUS K
MIOCTaBKe U JIeATEeJIbHOCTH MOCJIe IOCTaBKHU;

b) TpeboBaHus, He yCTaHOBJIEHHbIE
noTpebuTesieM, HO HeOoOXOJUMble JIJis
KOHKPETHOTO WA npeJnoJaraeMoro

MCI0JIb30BaHHs, KOT/1a OHO U3BECTHO;
c) TpebGoBaHWUs, YCTAaHOBJIEHHbIE OpraHU3aluel;

d) 3akoHOozaTesbHblE U perJaMeHTHUpYIoLiue
TpeGOBaHUsA , IPUMEHUMbIE K MPOAYKIUU U

ycJyram;

e) TpeGoBaHHMs  KOHTpaKTa WM  3aKasa,
OTJIMYAIOIIHECs oT paHee
chOpMyIMPOBAHHBIX.

Opranusanus Jo/HKHA 00€eCleYrThb, YTOObI ObLIN
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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) onany 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.

8.3 Design and development of products
andservices

8.3.1 General

The organization shall establish, implement and
maintain a design and development process that is
appropriate to ensure the subsequent provision of
products and services.

8.3.2 Design and developmentplanning

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;

c) therequired design and development
verification and validation activities;

d) the responsibilities and authorities involved
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COrJyiaCoBaHbI Tpe60BaHI/IH KOHTpPAKTAa UJIK 3dKa34,
OT/IM9ariuuecd OT paHee YCTAHOBJIEHHDbIX.

Eciu NOTpeOUTEND He BBbIZIBUTAET
JIOKYMEHTHPOBAHHbBIX TPeGOBAaHUH, OpraHU3alus
JOJDKHA TOATBEPJUTb WX  J0 NPUHATHS K

HUCIIOJIHEHUIO.
[TPUMEYAHUE B HekoTOphIX CUTyalUdX,
HampuMep B caydae WHTEPHET-TOPTrOBJIH,

HEBO3MOXHO OCYWECTBJIATb aAHa/JW3 [AJd KaXaoro
3aka3a. BmecTo 3TOro, Mo>XHO MNpOBOJAWUTbL aHaAJIM3

COOTBETCTBYIOIEH HUHPOpPMALMU O MPOAYKIIHH,

HallpyuMep, aHaJIn3 KaTaJIOTr'OB.

8232 OpraHu3sauusa JIOJKHA COXpaHATb
JIOKyMEeHTHUPOBAHHYIO vHbopMaluio,

€CJIM IPUMEHHUMO, B OTHOLIEHUH:
a) pe3yJbTaTOB aHAJIN34a,

b) J/106bIX HOBBIX TpeGOBaHUN K MPOAYKLUH U
yCJIyraM.

8.2.4 H3mMeHeHUs TPpeGOBaHMUI K MPOAYKIUU
U ycJayram

Eciv TpebGoBaHUSA K MPOAYKIMHA WM YCJIyram
M3MeHeHbl, OpraHu3alus J0/KHA 06ecCledyuTh,
YTOGBI COOTBETCTBYIOIAA JOKYMEHTHpPOBaHHAsA
vHbopManuss  6blIa  aKTyaJM3UpPOBaHa, a
3aMHTEpPEeCOBAHHbBIN NEPCOHAJ ObLJ MOCTABJIEH B
M3BECTHOCTb 06 U3MEHHUBIIUXCS TPEOOBAHUSX.

8.3 IIpoeKkTupoBaHMe U
NPOAYKIMH U YCJIYT

pa3pa6oTKa

8.3.1 Oo6uue NOJI0XKEHUs

OpraHusanus J0/bKHa pa3paboTaTh, NPUMEHUTH
U TOJJIep>KMBATh MPOLIECC MPOEKTUPOBAHUA U
pa3paboTKH, NOAXOAAIIMNA [AJs obecrnedyeHUs
MOCJIEAVIONETO TPOU3BO/ACTBA MPOAYKIUM WU
MpeaoCTaBJEHUS YCIYTH.

8.3.2 IlnanupoBaHue

pa3pa6oTKH

NPOEKTUPOBAHUA U

[Ipu onpefiesieHUH CTaZUN U CPEACTB yIPaBAEHUS
IIPOEKTHPOBAHUEM U pa3pabOTKOM, opraHu3aLus
Jl0/DKHA paccMaTpUBaTh:

a) xapakTep, MPOAOHKUTENbHOCTD U CJIOKHOCTD

JlesITeJIbHOCTH o NPOEKTHPOBAHUIO U

pa3paboTKe;

b) Tpebyemble CTauM TPOIECCa, BKJIOYAS
OpHMeEHUMble  JEeWCTBUS N0  aHaJU3Yy
NPOEKTUPOBAHUS U pa3paboTKe;

c) TpebyeMble  JeHCTBUS B  OTHOIIEHUU
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in the design and development process;
e) the internal and external resource needs for
the design and development of products and

services;

f)  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) thelevel 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
requirements have been met.

8.3.3 Design and developmentinputs

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;

c) 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
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BepupUKaIUH u
NPOEKTUPOBAHUS U Pa3pabOTKH;

BaJIMJallM U

d) OTBETCTBEHHOCTb W MOJHOMOYUS, CBSI3aHHbIE
C MPOIECCOM MMPOEKTUPOBAHUS U Pa3paboTKH;

€) BHYTpPEHHHME UM  BHEIIHHE  Pecypchl,

HeobOxoJUMble  AJs1  NPOEKTUPOBAHUA U

pa3paboTKU NPOJYKIHUHU U YCAYT;

f) Heo6X0aUMOCTh B yIpaBJeHUU

B3aHMMO/IeICTBUSMU MeXJy  IepcoHasIoM,

y4YacTBYIOLIMM B Npoliecce MPOEeKTUPOBAHUS U
pa3paboTKy;

g) Heo6XOJAHMMOCTb BOBJIEYEHUS] MOTpebuTesel
5| noJib30BaTeJsieil B nporuecc
POEKTUPOBAHUSA U pa3paboTKH;

h) Tpe6oBaHus JAJis MOCJEeYIOIETO
IIPOM3BO/CTBA NPOAYKIUHU U YCIIYT;

i) ypoBeHb ynpaBJIeHUsI NpPOLeCCOM
IPOEKTUPOBAHUS U pa3paboTky,
OKHUJAEMBbI TNOTPEOUTENIMH U JPYTUMH
COOTBETCTBYIOLIMMH 3aUHTEPECOBAHHBIMHU
CTOPOHAMHU;

j) AOKYMEHTHPOBAHHYIO vHbOopMaIuIo,
HeoOX0UMYI0 i JleMOHCTpaluu
BBINIOJIHEHUS TpebOBaHUM K
IPOEKTUPOBAHUIO U pa3paboTKe.

8.3.3 BxoaHbie JaHHbIe

NPOEKTUPOBaHMS U pa3paGoTKU

IS

OpraHusanus Jo/DKHA ONpeesiuTh TpeboBaHMUS,
HMMeIollMe Ba)KHOe 3HauyeHHe JJs1 KOHKPETHOro
BU/la NPOEKTUPYeMbIX U pa3pabaTblBaeMbIX
npoAykuuu U ycayr. OpraHusauusi [J0JDKHA
y4ecTh:

a) ¢JyHKIUOHA/NBHBIE U
TpeGoBaHUS;

JKCIlJIyaTallHOHHbIE

b) wuHdopMalHio, MOJYYEHHYI0 U3 NpeAblaylen
aHAJIOTUYHOH JlesITeJIbHOCTH no
IPOEKTUPOBAHUIO U pa3pabOTKe;

C) 3aKOHO/IaTeJibHbIE
Tpe6oBaHUS ;

U perjaMeHTHpYyoL1e

d) CTaHAAPTbl HJIKX CBOJAbI IPAKTHK, KOTOpbIe
OopraHu3anud obs3aJ1ach IMNPpHUMEHATD,

e) TOoTeHIMaJbHble TOCAEJCTBUS  OTKa30B,
CBSI3aHHBIX C XapaKTepPUCTUKaMHU NPOAYKLHUU
Y YCJIYT.

21



development inputs shall be resolved.

The organization shall retain documented
information on design and development inputs.

8.3.4 Design and developmentcontrols

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

a) theresults to be achieved are defined;

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

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 developmentoutputs

The organization shall ensure that design and
development outputs:

a) meetthe input requirements;

b) are adequate for the subsequent processes for
© IS0 2015 - All rights reserved

BxogHble JaHHBIE JOJDKHBI OBITH aJleKBATHEI
eJIM TPOEKTUPOBAaHUSA MW pPas3pabOTKH, a
TaK)Ke GbITh MOJHBIMH U HETPOTUBOPEYHBBIMH.

[IpoTuBOpeuns o BXO/IHbIM JIaHHBIM
NPOEKTUPOBAHUSA U Pa3pabOTKU [OJIKHbI ObITh
paspelieHsl.

OpraHusanus JIOJKHA COXpaHAThb

JIOKYMEHTHUPOBAHHY0 WHGOPMAIHIO TI0 BXOHBIM
JlaHHBIM [IPOEKTUPOBAHUS U Pa3pabOTKHU.

8.3.4 CpeacrBa yIpaBJieHUA
NPOEKTUPOBaHMEM M pa3paboOTKOu

Opranusanus [JoJ/DKHA [PUMEHSTb CpeJCTBa
yHpaBJeHUs1 MPOLLeCCOM MNPOEKTUPOBaHUSA U
pa3paboTKH JJ1s1 o6ecriedeHus TOro, 4To:

a) pesyJbTaThl, KOTOpbIE OBITH

AOCTUTHYTBHI, OIIpee/I€HbI;

JIOJI?KHBI

b) mnpoBeaeH aHAMU3 JJIsI OLIEHKU CIIOCOGHOCTHU
pe3yabTaToB IPOEKTHPOBAaHUSA U
Pa3pabOoOTKU BLIMOJIHUTh TPe6GOBAHUS;

Cc) mnpoBeaeHa  BepudpuKalus B 1 eJsIsAxX
obecriedeHHUs] COOTBETCTBUS  BBIXOJHBIX
JIAaHHBIX TPOEKTHUPOBAHUS U pPa3paboOTKH
BXOJIHbIM TPeOGOBAHUAM K NPOEKTUPOBAHHUIO
Y pa3paboTKe;

d) mnpoBeaeHbI BaJIMJaLusl B LeJIsIx
obecriedeHUs TOTO, YTO FOTOBAasI NPOAYKIUS
U yCIAyrH OTBe4YaloT TpeGOBaHUAM K
YCTAHOBJIEHHOMY NpUMeHEeHUI0 WJIH
HaMe4yeHHOMY HCI0JIb30BaHUIO;

€) TpeANpPUHATHI HEOOXOJUMbIe AEWCTBUS IO
npo6JieMam, BBISIBJIEHHBIM B xozie
JlesITeJIbHOCTH 110 aHaIU3y, BepudHuKauu u
BaJINJALINY;

f) JmokymeHTHpoBaHHasd WHopMaIUsa 00 3THUX
JleICTBUSAX COXpaHeHa.

[TPUMEYAHUE AHanus, Bepudukauus u
Ba/IMJlallsl NPOEKTUPOBAaHUS W Pa3pabOTKH
MMeIoT YyéTKue 1ead. OHM MOTYT BBIIOJJTHATHCS
10 OT/I€/IbHOCTH UJIM COBMECTHO, HACKOJIBKO 3TO

NpUMEHUMO K TNPOAYKLIMH W  yCIyram
OpraHM3aLyH.
8.3.5 BbixoaHbIe JAaHHbIE NPOEKTHUPOBaHMS

U pa3paboOTKH

Opranusanusi [JO/DKHa 06ecneYyuTb, YTOOBI
BBLIXOJHbIE JaHHbIe MPOEKTUPOBAHUS u
pa3paboTKu:

a) COOTBETCTBOBAaJIM BXOAHBIM Tp€6OBaHI/IHM;
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the provision of products and services;

c) includeorreference monitoringand measuring
requirements, asappropriate, 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
requirements.

The organization shall retain documented
information on:

a) design and development changes;

b) the results of reviews;
c) the authorization of the changes;

d) the actions taken to prevent adverse impacts.

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

© IS0 2015 - All rights reserved

b) O6bLIM aAeKBAaTHBIMH /Il IOCJAEeAYIOIINX
NPOLIECCOB TMPOU3BOJACTBA MPOAYKIUH H
npesoCTaBJIEHHS YCIYT;

€) cojepaju TpPeOGOBaHUS K MOHUTOPHUHTY U
W3MepEHUI0, HACKOJbKO 3TO NPUEMJIEMO, a
TaK)Ke KPUTEPUM NMPUEMKH WJHU CCHUIKM Ha
HUX;

d) omnpezensu xapaKTEPUCTUKHU MPOJAYKIHUHU U
yCJIyT, KOTOpble UMEIT Ba)KHOe 3HauyeHHe
JUIsT X TpeJHa3HauYeHHs, 6e30MacHOro U
Ha/IJIeXKalllero npeJoCcTaBAeHHUS.

Opranusanusa Jl0JKHA COXPaHATb

JIOKyMEHTUPOBaHHY0 uHdopMaLuIo o

BBIXOJHBIM  JIaHHbBIM  IPOEKTUPOBAaHUA U

pa3paboTKwu.

8.3.6 H3meHeHus NPOEeKTUPOBaHUSA |
pa3paboTKu

Opranusauus JOJ/DKHA  UAEHTUPULHPOBATH,

aHaJIM3UPOBaTh M YIpPaBJATb H3MEHEHUSIMH,
clieJJAaHHBIMU BO BpeMms WJIn nocse
NPOEKTUPOBAHUSA U Pa3pabOTKU NPOAYKIUU U
YCJIYT, B TOH CTENEeHU, KOTopasi Heo6XoquMa A1
obecrnieyeHUs1 WCKJIIOYEHUS HEraTUBHOTO
BJIMSTHUSI HA COOTBETCTBHE TPEGOBAHUSM.

Opranuzanus JlOJDKHA COXPaHATh
JIOKYME@HTHPOBAaHHY0 MHGOPMALUIO NO:

a) HU3MeHEeHHUsM
pa3paboTKy;

IMPOEKTHPOBAHHA "

b) pesysbTaTaM JeHCTBUH 10 AaHATU3Y;

C) CaHKUHUOHHWPOBAHHUIO U3MEHEHUH;

d) pelicTBUAM, npeAnpUHATBIM AN
npeJoTBpalleHus He6JIaronpUsATHOTO
BJIMSIHUS.

8.4 YmnpasieHue BHellHe

MnocTraBJId€MbIMHA nmponeccamMuy,

NpoAyKIMeN U yCayramu

8.4.1 O61ue noJI0KeHus

Opranusanus Jo/KHa 06ecriedYuTh COOTBETCTBHE
MPOLIECCOB, MPOAYKIUK M YCJIYT, MOCTABJISIEeMbIX
el U3BHe, TPe6GOBAHUSIM.

OpraHusanus [JOJ/DKHA ONpeZessiTh CpejcTBa
ynpaBJieHUsl, pUMeHUMble JJI1 IMOCTaBJsIeMbIX
M3BHE MpPOILECCOB, MPOAYKIMH U YCAYr B Tex
c/ly4asix, Korga:

a) MNpoAyKuUsl U

yciayru oT BHEIIHUX
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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;

€) aprocess, 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 ofcontrol

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;

c) 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;

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.
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INIOCTAaBILINKOB npeaHa3Ha4Y€eHbl AJid
BKJ/IFOYEHHUA UX B COCTAB IIPOAYKIUU U YCIYT,
camou OpraHu3anuy;

b) mnpoaykuus W yCJAYTHM  MOCTaBJSIOTCSA
BHEIIHUMH TOCTaBUIMKaMH HaIpsMYI0
noTpe6UTeI0(sIM) OT UMEHH OpTaHU3alLNY;

€ro 4YacCTb BbINIOJIHAETCA
[0 pelmeHHur

C) Tmpolecc WU
BHEIIHUM MOCTAaBLUIMKOM

OpraHU3alMU.
OpraHusanua [o/pKHA ONpefie/IMTh U NPUMEHATh
KPUTEPUU OLEHKH, BbIOOPA, MOHUTOPHUHIA

pe3yJIbTaTOB JesITeJbHOCTH U MOBTOPHOM OIlEHKHU
BHEIIHUX  IOCTAaBIIMKOB, HCX0Ad M3  HX
CIIOCOOHOCTH BBINOJIHATD IPOIEeCChI HJIH
MOCTABJIATH NPOAYKIUIO U YCJIYTH B COOTBETCTBUH
c TpeboBaHUAMU. OpraHu3alys Ao/KHA COXPAHATh
JIOKYMEHTHUPOBAaHHYI0 HHpopManuio 06 3ITHUX
JEeUCTBHUSAX U O JIIOObIX HEOOXOAMMBIX JIEHCTBHSIX,
BBITEKAIOI[UX U3 OLIEHOK.

8.4.2 Buj M cTeneHb ylpaBJIeHUs

Opranusanusi Jo/DKHA o6ecreyuBaTh, YTOObI
NOCTaBJIsieMble M3BHE MPOILECChI, MPOAYKIUS U
YCJIYTU He OKa3blBaJIM HETAaTHBHOTO BJIUSHUSA Ha
CIIOCOGHOCTD OpraHu3aIuu MOCTOSIHHO
MOCTaBJIATh CBOUM OTPEOUTEISIM
COOTBETCTBYIOUIYIO MPOAYKIUIO U YCJIYT.

OpraHusanus AoJLKHA:

a) obecrne4yuTb, YTOOBI MOCTaBJIsIEMble H3BHE

IPOLIECCHI OCTaBaJIUCh B paMKax
yIpaBJEeHUs] ee CUCTEMbl MeHeKMeHTa
KauecTBa;

b) omnpegensaThb cpejscTBa yIpaBJieHHs],

KOTOpPblE OHA MJIAHUPYET NMPUMEHSTh KaK B
OTHOLIEHUH BHELIHEero NoCTaBIMKa, TaK U K
pe3yJbTaTaM;

C) yYUTBIBATh:

1) mnoTeHLUaIbHOE BJIMSIHUE
[OCTaBJIIEMbIX ~ HW3BHE  IPOLECCOB,
OPOJAYKLHUU M YCJAYyr Ha CIOCOOGHOCTH
OopraHusaluu IOCTOSIHHO
COOTBETCTBOBATb TpeGOBaHUAM
notpebuTesnen u NpPUMEHUMbIM
3aKOHOJATEJ/IbHBIM U

perjaMeHTUPYIOLMM TPeOOBAHUSAM ;

2) pe3yJbTAaTUBHOCTb CPEJCTB yIpaBJeHUs],
MPUMEHsSIEMbIX BHEIIHUM MOCTABLUIUKOM;

d) omnpenensaTe BepuHUKALUIO WM Jpyrue
JeHCcTBUsI, Heob6XoJUMble JJI1 06ecredyeHus

COOTBETCTBHUSI MOCTaBJISIEMBIX U3BHE
NIPOLIEeCCOB, NPOAYKLMU U yCJyT
Tpe6OBaHUAM.
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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) therelease 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)  f) verification or validation activities that the
organization, or its customer, intends to perform
at the external providers’ premises.

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
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8.4.3 HHPopmanms, npejaocTaBJsieMast
BHEIIHUM MNOCTaBLIMKaM

OpraHusanus JOoJDKHA obecrneynBaThb
aleKBaTHOCTb TPeOOBaHUH [0 UX COOOIIEHHs
BHEIIHEMY IIOCTABIUIUKY.

OpraHusanusi JOJDKHa COOOIIATh BHEIIHUM
MOCTaBIIMKAaM CBOU TPebGOBaHHUS, OTHOCAIINECS K:

a) TMOCTaBJisieMbIM
ycJyram;

npoueccaM,  HPOAYKLHH,

b) opo6peHuro:
1) NpoAYKLHHU U yCIYT;
2) MeTO/0B, IPOLLECCOB U 060PY/J0BAHUS;

3) BBINYCKY NPOAYKLHH U YCIAYT;

C) KOMIIETEHTHOCTH  I[epCOoHaJ/ia,  BKJIOYas
Jito6ble Tpebyemas KBaJIMQUKALIUS
nepcoHasa ;

d) B3auUMOJENWCTBUIO BHELIHETO MOCTAaBLIHUKA C
opraHusanuyen;

e) yNpaBJeHUI0 U MOHUTOPHUHIY pe3yJbTaTOB

JlesITeJIbHOCTH

IpUMeHseMbIM OpraHU3aluen;

BHEIIHET'0 INOCTAaBIIHKa,

f) pearenpHocTM 1o BepudUKALUMKU — WJIU
BaJIUJALNY, KOTOpble OpraHu3alud WU ee
NoTpebUTeNb NpejIo/araloT OCyIeCTBUTh Ha

IJiomaKe BHEIIHEro rocTaBIMKa.

8.5 IIpousBoacTBO NpoAYKIMHA U
npeAoCTaBJIeHHeE YCIyT

8.5.1 YupagByieHre NPOU3BOACTBOM NPOAYKIIUH
U npeJoCTaB/JIEeHUEM YCIYT

Opranusanus JIOJDKHA OCYUIECTBJIATD
NPOU3BOJICTBO MNPOAYKLUUU W MpeJoCTaBJeHUe
YCJIYT B YIIPaBJIsi€eMbIX YCJIOBHUSIX.
YupaBsisieMble yCJI0OBUS JOJDKHBI BKJIIOYATh B
cebs, HACKOJIbKO 3TO MPUMEHUMO:

a) /JOCTYNHOCTb JIOKyMEeHTHPOBaHHOH
“HbOpMaLHH, ONpee solen:

1) xapaKTepUCTHUKHU MPOU3BOAUMOM
OPOAYKLWY, TPeAOCTaBASIEMbIX YCIyT
WJIY OCYLIeCTBJISIEMOH 1€ TeIbHOCTH;

2) pe3yJbTaThl, ObITh

AOCTUTHYTBHI;

KOTOpble [OJIXKHbI

b) [OCTYMHOCTH U UCIOJb30BAaHHE MOAXOSIINX
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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;

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
arequirement, 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
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pecypcoB Jjisi MOHUTOPUHTA U U3MEPEHUH;

C) ocyllecTBJeHUE JlesITeJIbHOCTH no
MOHHUTOPHUHTY U U3MePEHUI0 Ha
COOTBETCTBYWOIIUX  3Tamax B  LeJsax
BepUpUKaALMUY COOTBETCTBUSl MPOLLECCOB
WJIA WX BBIXOJIOB KDUTEpPHUAM YIIpaBJIeHHUd, a
TaKXe COOTBETCTBUSl NPOAYKLUUU U YCJIYT

KPUTEPHUAM IPUEMKH;

d) wucnosnb3oBaHUe COOTBETCTBYIOILEH
UHPPACTPYKTYPHI U cpefbl TS
GYHKIIMOHUPOBAHUS MPOIECCOB;

€) Ha3HauyeHHe KOMIIETEHTHOTO I[epCoHasIa,
BKJIIOYas nepcoHasn C Tpebyemoi
KBaJIMPUKAIUEH;

f) BanMJANMI0O U MEPUOAUYECKYIO MOBTOPHYIO

BaJTU/IALIUIO CIOCOGHOCTH MPOIECCOB
IpOM3BO/ICTBA NpPOAYKLUU U
npeJoCcTaBJIeHUs] yCayr JLOCTUTaTh

3dllJIAaHUPOBAHHbBIX pPE3yJbTaTOB B TeX
Cay4dadx, Korga KOHEYHbIN BBIXOZ HE MOXKeT
OBbITH BepI/I(l)I/IL[I/IpOBaH nocjea0oBaTeJIbHbIM
MOHUTOPHUHIOM UJIKM UBMEPEHUEM,

g) BbINOJIHEHUE JleMCTBUH c
npesoTBpalleHUs OLIMOOK,
yeJioBe4yeCKUM GaKTOpOM;

1IeJIbI0
CBSI3aHHBIX C

h) ocymecTBiieHHe  BBINYCKA,
JeHCcTBUH MocJie MOCTaBKU.

IOCTaBKH )51

8.5.1 MHaenTudukauua u
NMPOC/IeKUBAEMOCTb

OpraHusanus JOJDKHA HCII0JIb30BaTh

NOAXOAANME CHOCO6ObI A  HJAeHTUDUKAIUU

BBIXOZIOB, KOTJa 3TO  HEeOo6XOoAUMO  JJis

obecrieyeHUs] COOTBETCTBUS NpoAYKIHUHU U YCIYT.

OpraHusanuss  J0JDKHA  HJeHTUPUIMPOBATH
CTaTyC BBIXO/IOB M0 OTHOIIEHUIO K TpeGOBaHUSAM,
OTHOCSIIUMCA K MOHUTOPHUHTY U U3MEpPEHHUSM, B
npoiecce MPOM3BO/ICTBA OpPOAYKIUU U
NpeIoCTaBJeHHUs YCIYT.

Opranusanus [OJDKHA yNpaBJATb YHUKaJbHOU
ueHTUUKALMEN BBIXO/OB, Korza
IPOC/IEXKUBAEMOCTb SIBJIsSIeTC TpeOOBaHUEM, U
COXPaHATh JOKYMEHTHUPOBAHHYI MHPOpPMALHUIO,

He06X0UMY10 i) ¢ obecrneyeHud
MPOCIEXKUBAEMOCTH.
8.5.3. CoOCTBEHHOCTh MOTpeOUTE el WIU

BHEIIIHUX NMOCTABIIIUKOB

OpraHusanus [JoJDKHA TMPOSBJISATH 3a60Ty O
COOCTBEHHOCTH TMOTpebUTes el HWJIM BHEIIHHUX
MOCTABIIMKOB, KOT/Ja OHAa HAXOJUTCA IO/,



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, toolsand
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.

8.5.5 Post-deliveryactivities

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;

d) customer requirements;
e) customer feedback.

NOTE Post-delivery activities can include actions
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ylnpaBJ€HUEM OpraHu3alvu HJW HCII0JIb3YyeTCA
€10.

OpraHusanusi JOO/DKHA  HIAeHTUQULIMPOBATH,
BepUOUIIMPOBATh, COXPaHATb M  3allMIIAThb
COOGCTBEHHOCTb MOTPEOUTEJNST WM BHENIHETO
MOCTaBIIHKA, NpeaoCTaBJIEHHYIO IS
HCIT0JIb30BaHUS WM BKJIIOYEHHSA B MPOAYKIIUIO U
YCJIYTH.

B ciayyae, korjja co6CTBEHHOCTh MOTPebUTENS
WM BHEIIHEero IOCTaBIIUKa OblLIa YTepsHa,
HOBpEeXJeHa WU NMpPU3HAHA HENPUTOJHOW IS
MCI0JIb30BaHUS, opraHu3anus JOJDKHA
yBEJOMUTb 00 3TOM MOTpebUTeN s WU
BHEIIHETo IIOCTaBLIMKA, a TaKXKe COXPaHUTH
JIOKYME@HTHUPOBAHHYIO vHopManuio 0
IPOU30LIE/IIEM.

[TPUMEYAHUE Co6GCTBEHHOCTh NOTPEOUTENSA HJIU
BHEIIHEro IOCTaBUIMKa MOXET BKJ/YaTb B Cebs
MaTepuassbl,  KOMIIOHEHTbI, = WHCTPYMEHTbl U
obopyzoBaHue, 3JaHUs u COOpYKEeHUH,
VHTEJJIEKTYaJIbHY0 COOCTBEHHOCTD U MIEPCOHA/IbHbIE
JIaHHBIE.

8.54 CoxpaHeHHe

OpraHusanusi JOJDKHA COXPaHATb  BbIXOJbI
MPOIECCOB BO BpeMsi MPOU3BO/ICTBA MPOAYKIIUU U
peZioCTaBJeHHUs] YCIyT B TOH Mepe, HACKOJIbKO
3T0 OyAeT HeoOXOAWMBIM [Js1 o0becrnedyeHUs
COOTBETCTBHS YCTAaHOBJIEHHBIM TPe6GOBaHUSM.

[TPUMEYAHUE CoxpaHeHHe MOeT BKJIIOYAThb B €65
U eHTUUKALHIO, NOrpPy304HO-Pa3rpy304YHble
paboThl, KOHTPOJIb 3arpsi3HeHus, YIAKOBKY,
XpaHeHHUe, NepeMellleHWe WJM TPaHCIOPTHUPOBKY, U
3aLIUTY.

8.5.5 /leATeJbHOCTb NOC/IE IOCTABKHA

OpraHusanusa J0/DKHA BBINOJHATb TpeboBaHUS
K JlesITeJIbHOCTH IOCJIe MOCTaBKH, CBI3aHHOM C
NpPOAYyKLHEN U YCAyraMH.

[pu omnpe/iesieHUU 06beMa TpebyeMoit
AeATeJIbHOCTHU I10CJI€é IIOCTAaBKU OpraHu3anud
JIOJDKHA pacCMaTpPUBATh:

a) 3aKoHOJaTeJbHbIE
Tpe6GOBaHUS ;

U perjaMeHTHpYyoL1e

b) mnoTeHIUaNbHBIE HeXXeJlaTeJbHble
N0CJIe/ICTBUS, CBSI3aHHbIE C ee NPOAYKLHeHN U
yCJIyramu;

C) XapakTep, HCII0JIb30BaHUE u
npezroaraeMbli CPOK CJIYKObI MPOAYKIIUU U

YCJIYT;

d) Tpe6GoBaHusA MOTpPeOGUTEEH;
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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.
8.7 Control of nonconforming outputs

871  The organization shall ensure that
outputs that do not conform to their
requirements are identified and controlled to
prevent their unintended use or delivery.

The organization shall take appropriate action

© IS0 2015 - All rights reserved

€) 00paTHYI CBSA3b C HOTPEOUTESIMHU.

[TPUMEYAHMUE JlessTesibHOCTD nocJje MOCTaBKHU
MOXeT BKJIOYaTb B Ccebs JIeMCTBUS COTJIAaCHO
rapaHTUHUHBIM  0653aTeJNbCTBAM,  KOHTPAKTHbIM
o6si3aTesbCTBaM (TaKUM KaK O0OC/Iy>KMBaHUE) U
JOTIOJTHUTEJIbHBIE YCIyTH, Kak HanmpuMep
nepepabOTKY UJIM OKOHYATEJNbHOE YHUUTOXKEHHUE.

8.5.6. YmnpaB/ieHHe U3MeHEeHUSAMH

OpraHusanus JOJDKHA aHaJIM3UPOBATH
M3MeHEeHUs B TMPOU3BOJCTBE NPOAYKIIUU HJIU
NpeaoCTaBJeHUH YCIYT U YIPaBJAATh UMU B TOH
CTeNeHH, HACKOJIbKO 3TO OYAEeT Heo6X0AUMO [IJist

obecneyeHUs IIOCTOSTHHOTO COOTBETCTBUSA
TpebOBaHHUSM.
Opranusanus JLOJDKHA COXpaHATb
JLOKYMEHTHPOBAHHYO MHbOpMaLHUIo,

OMNMHCBIBAOIIYIO pe3yJbTaTbl daHAJIM3a HSMGHEHHﬁ,

CBeJjeHrud O IIepCOHaJsie, CaHKIOHMOHHPOBABIIEM

BHeCeHUue HU3MeHeHHd, 54 BCe HEO6XOL[I/IMbIe

JEUCTBUS, ABJAOLUECS Pe3yJbTaTOM aHa/IN3a.
8.6 BpInycK NpOAYKIMU U YCIIYT

OpFaHI/IBElI_[I/IH AOJIXKHa OCyl1eCTBJIATDb
3dllJIAaHHUPOBAHHbIE MEpPONpUATHUA Ha
COOTBETCTBYHOILIUX JTalax B neJadax

BepuUKAUMK BBINOJHEHUS TpPeOGOBAaHUM K
HPOAYKLHH U YCIyTaM.

BbINycK NpPOAYKLMH U YCIYT NMOTPEeOUTEsI0 He

AO0JI2KEeH MMPOUCXOAUTDb A0 OKOHYaHHUA
BBITIOJTHEHHUA BCeX 3allJIaHUPOBAHHBbIX
MepOHpI/IHTI/Iﬁ C YAOBJIETBOPHUTE/IbHBIMH

pe3yJibTaTaMH, KpOMe TeX C/y4aeB, KOTJa UHOe
0/100peHO YINOJHOMOYEHHBIM OPraHOM H/WJH
JMIIOM M, KOTjJa 3TO NPUMEHHUMO, CaMHUM
noTpebUuTeEM.

OpraHusauus JLOJKHA COXpaHATh
JIOKYMEHTHUPOBAaHHYI0 HHPOPMALMI0 O BBINYCKe
OPOAYKUMH W ycayr. JIoOKyMeHTHpOBaHHasi
nHdopManus A0/KHA BKJIIOYATD:

a) CBUJETEJbCTBA, JleMOHCTpUpPYIOILHe
COOTBETCTBUE KPUTEPHUSAM MPHUEMKH;

b) mnpocseXHBaeMOCTb B OTHOIIEHWH JIMIA
(y1m), CaHKLMOHUPOBABLIETO BBIIYCK
NPOJYKLUU U YCIIYT.

8.7 Ynpas/sieHMe HeCOOTBETCTBYIOIUMU
BbIX0J4aMM

871 Opradusanus [Jo/DKHA 00eCledYrBaTh

UJeHTUGUKALMI0 W yIpaBJeHHe BbIXOJAMHU,

KOTOpble He COOTBETCTBYIOT TpPeGOBaHHUSAM, B

neJssax npeJoTBpaLieHUs ux

HelpeJHAa3HAaYeHHOT0  MCIOJIb30BaHUS  WJIH

MOCTaBKH.
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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;

c) informing the customer;

d) obtaining authorization for acceptance under
concession.

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

872  The organization shall retain documented

informationthat:
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.

9 Performanceevaluation

9.1 Monitoring, measurement, analysis
and evaluation

91.1 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
© IS0 2015 - All rights reserved

OpraHusauus JOJI’KHA npeNnpUHUMATD
COOTBETCTBYIOIIME  JeWCTBUS, MCXOJsl U3
XapaKTepa HECOOTBETCTBUS U €ro BJUSAHUA Ha
COOTBETCTBUE NMPOAYKIUH U YCAYT. ITO JOKHO
NPUMEHSAThCS TaKXe K HECOOTBETCTBYHOIIEH
NPOAYKIMM U YCJAyraM, BbISIBJ€HHBbIM IIOCJe
MOCTaBKM NPOAYKIIMM, B XOJle WJIU IocJe
NpeJloCTaBJIEHHUS YCAYT.

OpraHusanus JOJDKHA OCYIIeCTBJIATH B
OTHOILIIEHWH HECOOTBETCTBYIOIIMX BBIXOJOB OJHO
WJIM HECKOJIBKO U3 CAeIyIONIUX AeHCTBUH:

a) KOppEeKIHI;

b) oTAesieHUe, orpaHUYEHHE PACIPOCTPAHEHHS,
BO3BpaT WJM MPHUOCTAHOBKY IOCTaBKH
NPOJYKLHU U IPeOCTaBIEHUS YCAYT;

¢) uHbOpPMHpPOBaHUE MOTPEOUTEIS;

d) mosiydeHWe pa3pelieHUs HaA TMPUEMKY C
OTKJIOHEHHEM.

CooTBeTCTBUE Tpe6OBaHI/IHM AOJIX)KHO OBbITH
BepHCl)PII.[PIpOBaHO rnocJje BBITIOJIHEHHUA
KOppeKIHH HECOOTBETCTBYIOIIMX BbIXO/J0B HUX.

872  Opranusanusa JOJIKHA COXpaHATb
JIOKYMeHTHPOBAaHHYIO uHdopManuio,
KOoTOpas:

a) OMNHCBHIBAET HECOOTBETCTBUE;
b) omnuceIBaeT npeANnpUHSATHIE JeNCTBUS;

C) ONMHUCBIBAET IIOJIYyY€HHO€ pa3pelieHrud Ha
OTKJIOHEHHE,;

d) ykasbiBaeT MOJHOMOYHBIM oOpraH u/uiad
JIML0, IPUHHMaBILlee pelleHHe O JAeHCTBUU B
OTHOLIEHUU HECOOTBETCTBHUS.

9 OueHKa pe3yJIbTaTOB JeATeJIbHOCTH

9.1 MOHMTOPMHI, HM3MepeHHue, aHA/IM3 H
OLleHKa

9.1.1 O61Me NoJI0KEeHUs

OpI‘aHI/ISaLII/IH AOJIXKHA OMNpeae/nTb.:

a) 4TO [AOJIXKHO MNoAJieXXaTb MOHHTOPHHTY H
HN3MEPEHUAM,

b) MeToAbl MOHUTOPHHTIA, U3MEPEHUs, aHAIU3A
1 OILIEHKH, HeoOXOoJuMble /i1 o0eclnedeHus
JIOCTOBEPHBIX Pe3y/JIbTaTOB;

C) Korga AOJIXKHbI IPOBOAUTBCA MOHHUTOPHUHTI U
HN3MEPEHHA;
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measurement shall be and

evaluated.

analysed

The organization shall evaluate the performance
and the effectiveness of the quality management
system. The organization shall retain appropriate

documented information as evidence of the
results.
91.2 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.

913 Analysis andevaluation

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;

c) 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;

external

f) f)the

providers;

performance of

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

NOTE Methods to analyse data can include
statistical techniques.

© IS0 2015 - All rights reserved

d) xorga pe3yJIbTaThbl MOHHUTOPHHTA U
U3MepeHui JOJDKHBI OBITH
IPOAHaJIM3UPOBAHBI U OlLlEHEHBI.

OpraHusanus [JoJDKHA OLEeHHWBaTb pe3yJbTaThbl
JeATeJIbHOCTU U Pe3yJbTaTUBHOCTb CHUCTEMBI
MeHe/P>KMeHTa KauecTBa.

Opranusauus JOJDKHA COXpaHATb
COOTBETCTBYIOLIYIO JLOKyMeHTHPOBaHHYI0
MHOOPMALMI0 KAaK CBUJETEJIbCTBA IMOJIyYEeHHBIX
pe3yJ/ibTaToB.

9.1.2 Y10B/IETBOPEHHOCTDb NOTPEGUTEIEH

OpraHusanus J0/KHA MPOBOAUTH MOHUTOPHUHT
JIaHHBIX, Kacarouuxcs BOCIPUSATHUS
NOTpeOUTENsIMU  CTENEeHU  y[O0BJIETBOPEHHUS
opraHusanyed UX NOTPEOHOCTENW WU OXKHUAAHHUM.
OpraHusauuss [JoJDKHA ONpeJeIUTh MEeTOJbI
NOJy4YeHHUs, MOHHUTOPUHra U aHajJu3a 3TOH
MHbOpMaLUH.

[TPUMEYAHHUE IlpuMepbl MOHUTOPUHTA BOCIPUATHA
noTpebuTesnen MOTYT BKJIIOYATh OIpOCHI
notrpebuTesielf, OT3bIBbI OT NOTpebUTesedl 0O
NOCTaBJIEHHbIX MPOAYKIHU WU YCJIyraX, BCTpeuyd C
HOTpPEeOUTENSAMH, aHa/Iu3 JL0JTH PBIHKAQ,
6/1aroJapHOCTH, NpEeTeH3MH N0 TapaHTHHHBIM
06s13aTeNbCTBaM U OTYETHI JUJIEPOB.

9.1.3. AHa/M3 M OLleHKa

Opranuzanus  JoOJ/DKHAQ  AaHAJIM3UPOBAaTh U
OLlEeHMBaTh  COOTBETCTBYWILIHME  JaHHble U
nHdopManmio, NoJyYeHHYI0 B X0/le MOHUTOPUHTA
Y U3MepeHHs.

PeByanaTbI dHaJIn3a OBbITh

HCIIOJIb30BAaHbI AJId OL€HKH:

A OJIXKHbBI

a) COOTBETCTBUSA MPOJYKIHUU U YCIIYT;
b) cTeneHu yA0BJETBOPEHHOCTH NOTPEOHUTEEH;

C) pe3yJbTaThbl eI TeJIbHOCTH U
pe3yJIbTaTUBHOCTU CHUCTEMbl MeHEeKMEHTa
KayecTBa;

d) pe3y/NbTaTUBHOCTH IJIAHUPOBAHUS;

€) pe3yJbTaTHBHOCTH JEeUCTBUH,
NpeANpPUHATBHIX B OTHOLIEHUU PUCKOB
U BO3SMOXKHOCTEH;

f) f) dyHKIMOHUPOBaHUA BHELIHUX

MMOCTAaBUIMKOB;

g) NOTPEGHOCTH B YJY4YIIEHUSAX CUCTEMBI
MeHePKMEeHTAa KayecTBa.
[TPUMEYAHHUE MeTo/bl aHa/IU3a JaHHBIX MOTYT
BKJIIOYATh B C€6s1 CTATUCTUYECKHE METO/IbI.

21



9.2 Internal audit

921  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) therequirements of this International
Standard;

b) is effectively implemented and maintained.

922  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 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;

c) 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 ISO 19011 for guidance.

9.3 Managementreview

931 General

Top management shall review the organization’s
quality management system, at planned
intervals, to ensure its continuing suitability,

© IS0 2015 - All rights reserved

9.2 BHyTpeHHMe ayAUThbI

921  OpraHuzanus JOJDKHA NPOBOAUTH
BHYTpPEHHHE ayJuThl 4Yepe3 3alJiaHUPOBaHHbIE

WHTEPBaJIbI BpeMeHU sl HOJIy4YeHus
uHdopMauuy, UYTO CUCTeMa MeHeKMeHTa
KayecTBa:

a) COOTBETCTBYET:

1) co6CcTBEHHBIM Tpe6OBaHUAM
OopraHusanuu K ee cucTteme
MeHe/P)KMeHTa KayeCTBa;

2) TpeboBaHUSM JIAaHHOTO

MexxaynapogaHoro CTaHAapTa;

b) pesysnbTaTHBHO BHeJpeHa U
MO/I/IeP>KUBAETCS B PAG0YEM COCTOSTHUM.

922  OpraHusanus J0JDKHA:

a) IUIAaHUPOBAaThb, YCTAaHABJMBATb, NPUMEHSTh
U NOJJepXXuBaTb B paboyeM COCTOSHHUH

nporpaMmy(Msl) ay/iUTOB, BKJIIOYas
epUOUYHOCTD, MEeTO/bl,
OTBETCTBEHHOCTb, Tpe6GoBaHUs K
IJITaHWPOBAHUIO U OTYETHOCTH.
[Iporpamma(mbi) ayJJUTOB JOJKHBI
pa3pabaTbiBaTbCs C Y4eTOM BaXKHOCTH
IpoBepsieMbIX  IPOLIECCOB, U3MEHEHUH,

OKa3bIBAKIIUX BJIWUAHHWE HA OpraHrM3alivio, 1
pe3yabTaTOB IpeAbIAYyHIUX aYyAUTOB,

b) omnpeaensiTb KpUTepuUHU ayAUTOB U 00JIACThb
NPOBEPKHU /11 KQXK/I0T0 ayJIUTa;

C) oT6upaTh ayJUTOPOB W MPOBOJUTH AYAUTHI
TaK, 4TOOBLI 06ecrneyrBaacb OO BEKTUBHOCTD
Y 6eCIPUCTPACTHOCTD MPOILECCa AYIUTA;

d) oGecneuyuBaTh MpeJoOCTaBJeHHE OTYETHOCTH
0 pe3yJibTaTaxX ayJUTOB COOTBETCTBYIOU[UM
PYKOBOIUTEJISM;

€) OCyIIeCTBJATH COOTBETCTBYIOLIYIO
KOPPEKIMI0 M KOPPEKTUPYIOLIUe JeHCTBUS
6e3 He060CHOBAHHOU 33/IEPKKU;

f) coxpaHaTb JOKyMEeHTHPOBaHHYIO
MHpOpMaLHUIo, KaK CBU/JETEbCTBA
peajd3alUyd  NOPOTpaMMbl  ayAUTOB U

INOJIy4€HHBbIX pe3yJIbTATOB ayAUTOB.

[TPUMEYAHMUE Cm. UCO 19011 pgnig pykoBoLCTBA.
9.3 AHaJ/M3 CO CTOPOHBbI PYKOBO/ACTBA

931 O61Me NoJI0KEHUA

Boiciiee pyKOBOACTBO JO/DKHO aHAJM3UPOBATH
yepe3 3allaHUPOBAHHble HMHTEPBaJIbI
cUcTeMy

BpeMeHHU

MeHeJXMeHTa Ka4dyecCcTBa B nesdax
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adequacy, effectiveness and alignment with the
strategic direction of the organization.

932  Management reviewinputs

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;

c) 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 external providers;
d) the adequacy of resources;
e) the effectiveness of actions taken to address
risks and opportunities (see 6.1); f)

opportunities for improvement.

933  Management review outputs

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

a) opportunities for improvement;

b) any need for changes to the quality
management system;

c) resource needs.
© IS0 2015 - All rights reserved

obecrneyeHusI ee MOCTOSTHHOM MMpUTroAHOCTH,
dJIEKBATHOCTH, pe3yjJbTaTHBHOCTH H
COrJiaCOBaHHOCTH co CTpaTernieCKumM

HalpaBJieHUeM Pa3BUTHs OpraHHU3aLUU.
932 BxoaHble JaHHBbIE aHAJIM3A CO CTOPOHBI
PYKOBOACTBaA

AHasM3 CcO CTOpPOHBI PYKOBOJACTBA [IO/DKEH
IJIAaHUPOBAThHCS ¥ NPOBOJUTHCSA C YYETOM:

a) craryca  JAeWCTBUM 1O  pe3yJbTaTaM
npeblIyIMX  aHAJIM30B  CO  CTOPOHBI
PYKOBO/ICTBA;

b) u3MeHeHMH BO BHEIIHUX W BHYTPEHHUX
dakTOopaX,  OTHOCAIIMXCA K  CHUCTEME
MeHe/)KMEHTA KauyecTBa;

c) uHbOpMALMU O pe3yJbTaTax JesATeJbHOCTU
U pe3yJIbTaTUBHOCTHU CUCTEMBI
MeHe/PKMEHTa KayecTBa, BKJIIOYasi
TEHJIeHI[UH, OTHOCSIIUECS K:

1) yAOBJIETBOPEHHOCTU MOTpebUTENel U
OT3bIBaM oT COOTBETCTBYIOILUX
3aMHTEepeCcOBaHHbIX CTOPOH;

2) CcTemeHU AOCTWKEHHS lieJied B 00J1acTH
KayecTBa;

3) JYHKUIMOHHUPOBAHUIO IPOILIECCOB U
COOTBETCTBUIO MPOAYKIUHU U YCJIYT;

4) HECOOTBETCTBUSIM M KOPPEKTHUPYIOIIAM
JeHCTBUSIM;

5) pesyabTaTam
VM3MepeHUH;

MOHUTOPHUHTIA "

6) pesyJsibTaTaM ayAUTOB;

7)  OYHKIMOHUPOBAHUIO BHEUIHUX
MOCTABIIUKOB;
d) /0CTaTOYHOCTH PecypcosB;
€) pe3yJIbTaTUBHOCTH JIeACTBUH,

OpeJNpUHSATBIX B OTHOIIEHUU PUCKOB H
BO3MOXHOCTeH (cM. 1. 6.1);
f) BO3MOXKHOCTEH [Jis1 yJIy4LIEHHUS.

933 BeiXoaHbIe JAaHHbIe aHaJIM3a CO
CTOPOHBI PYKOBOACTBA
BbIXOﬂHbIe AaHHbIE dHaJIM3a CcOo CTOPOHBI

PYKOBOACTBA AOJI’)KHbI BKJIIOYATb B cebs peumeHud
H AEﬁCTBHH, OTHOCAIIIHNECH K:

a) BO3MOXHOCTSM JJIs1 YJIy4lleHus;

b) J/106BIM MOTPEOHOCTSIM BHECEHUS] U3MEHEHUN
B CUCTEMY MeHe/PKMEHTA KauecTBa;
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The organization shall retain documented
information as evidence of the results of
management reviews.

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;

¢) 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
organizationshall:

a) reactto 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;

c) implementany action needed;
© IS0 2015 - All rights reserved

C) TNOTpPebGHOCTHU B pecypcax.

OpraHusauus JLOJDKHA COXpaHATb
JLOKYMEHTHPOBaHHYO MH$OpMaLUIo KakK
CBUZETE/BCTBA  pe3yJbTaTOB  aHaJU30B  CO

CTOPOHBI pYKOBOACTBA.

10 Yay4yumieHue

101 OO6mMe MOJI0KEeHUA

OpraHusanus JoJDKHA ONpesesisiTh U BbIOUPATh
BO3MOXXHOCTH JJIs1 YJIYYLIEHUS U OCYIIECTBJISTD
HeoOXoJMMble JeHCTBUA [JI1  BBINOJIHEHUSA
TpebOBaHUUM MOTpebUTes e W MOBBIINIEHUS HX
YA0BJIETBOPEHHOCTH.

JTO ,0/IKHO BKJIIOYATh:
a) yJydlleHUWe NPOAYKLHUU U YCJAyr B Lessx

BBINOJIHEHUSI TPeGOBAaHUM, a TakXe ydeTa
Oy AyLIMX MOTPEOHOCTEN U 0XKUAAHUH;

b) KoppekIuio, npeaynpexaeHue WIH
CHIDKEHHe BJIMSIHUSA HexKeJaTeJabHbIX
BO3/|eHICTBUH;

C) yJydlleHWe pe3yJbTaTOB [JeITeJbHOCTH H
pe3ybTaTUBHOCTH CHUCTEMbl MeEHEIKMEHTA
KavyecTBa.

[TPUMEYAHHUE [IpuMepsbl yaydlleHUs MOTYT
BKJIIOYATb KOPPEKLHI0, KOPPeKTUpYIOlliee AelCTBUe,
[IOCTOSIHHOEe yJIy4llleHWe, INPOpbIBHOE HW3MeHeHHUe,
VHHOBALYIO UJIU peopraHU3alHIo.

10.2 HecooTBeTCTBUSA U KOppeKTHpywILue
JAelcTBUA

10.2.1 IIpu nosiBlIEHUHU HECOOTBETCTBUM, B TOM
yucje CBSI3aHHBIX c »Kasi00aMy,
opraHu3sanus JoJKHa:

a) pearupoBaTh Ha JJaHHOE€ HECOOTBETCTBUE U
HACKOJIbKO MPUMEHUMO:

1) npeanpuUHUMATh JleficTBUSA no
yIPaBJIEHUIO U KOPPEKIUU BbISIBJAEHHOTO
HECOOTBETCTBUS;

2) npejNpHHUMATh AEHCTBUS B OTHOLIEHUH
MOCJIE/ICTBUH IaHHOTO HECOOTBETCTBHUS;

b) oueHuBaTh HEOOGXOAWMOCTb AEUCTBHUM IO
YCTPaAHEHUIO MPUYUH JaHHOTO
HECOOTBETCTBUSA C T€M, YTOOHI U30€XKaATh €ro
MOBTOPHOTO MOSIBJIEHUSI WK TMOSIBJEHUS B
JIPyrOM MecCTe MOCPEe/ICTBOM:

1) dHaJ/In3a HECOOTBETCTBHUAA,

2) omnpejeseHUs IPUYUH HECOOTBETCTBHUS;
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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 evidenceof:

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

b) the results of any corrective action.

10.3 Continualimprovement

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.
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3) omnpenaeseHUs HaJU4YUsS aHAJOTHYHBIX
HECOOTBETCTBUU MJIU BO3MOXHOCTU HX
BO3HUKHOBEHUS I'Zie-JIU00 ellE;

C) BBIIIOJIHUTDB BCE H806XO,ZLI/IMI:IE AEﬁCTBHHj

d) mnpoaHa/IU3UPOBATH pe3ybTaTUBHOCTb
KaXk/J[oro NMPeANPUHITOTO0 KOPPEKTUPYIOLIETO
JeNCTBUS;

€) aKTyaJu3upoBaTb IpPU HEOOXOJAUMOCTH
PUCKU U BO3MOXKHOCTH, OTIpeZieJIeHHbIe B X0/ie
MJIAHUPOBaHUS;

f) BHecTH HmpuU HEOOGXOJJUMOCTH HW3MEHEHUS
B CUCTEMY MeHEe/KMEHTa KayecTBa.

KoppekTtupywouiue JEeUCTBUSA JOJKHBI
COOTBETCTBOBATb INOCJEJCTBUAM  BbIABJEHHbBIX
HEeCOOTBETCTBUH.

10.2.2. Opranusanuga JOJIKHA COXpaHATb
JIOKYMEHTHPOBAaHHYI0 HHPOpMALUI0 KakK
CBUJZETEJIbCTBO:

a) XapakTepa BbISIBJIEHHbIX HECOOTBETCTBUU U
NOCJeYOIUX NPeSNPUHATHIX JEUCTBUH;

b) pe3ysnbTaTOB  JiIOOBIX  KOPPEKTUPYIOIIUX
JeHCTBUH.

10.3 IlocTosAHHOeE y1y4YLIeHue

OpI‘aHI/IBaI_[I/IH AOJIX)KHAa IIOCTOAHHO yJy4lIaTb

INpUTroAHOCTD, aIEKBATHOCTb )4
pe3yJabTaTUBHOCTb CHUCTEMBI MEeHeJXMEeHTa
Ka4dyeCTBa.

OpI‘aHI/IBaI_lI/IH AOJIXKHa pacCMaTpUBATDb

pe3yJbTaThl aHaMM3a U OLEHKH, BBIXOJHBIE
JlaHHble aHaJM3a CO CTOPOHbI PYKOBOJCTBA,
4YTOOb! ONpesesUTb, UMEITCSA JIM NOTPEOGHOCTH
WJIM BO3MOXKHOCTH, Tpebyole pacCMOTPEeHUS B
KauecTBe Mep I10 NOCTOSTHHOMY YJIy4IlIeHHIO.
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Annex A
(informative)

Clarification of new structure, terminology and concepts

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 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.

Table A.1 — Major differences in terminology between ISO 9001:2008 and 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

(Similarresponsibilitiesandauthoritiesareassigned
but no requirement for a single management repre-
sentative)

Documentation, quality manual, documented pro- |Documented information
cedures, records

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

A.2 Products and services

[SO9001:2008 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).
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The specific inclusion of “services” is intended to 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.

A4 Risk-based thinking

The concept of risk-based thinking has been implicit in previous editions of thisInternational 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.

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.

© IS0 2015 - All rights reserved

22



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 ISO 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 information”.

Where IS0 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 Organizationalknowledge

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.
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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) anarrangement 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.

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.

© IS0 2015 - All rights reserved 24



IIpunoxenue A
(cnpaBo4HOE)

Pa3bsicHeHHe HOBOM CTPYKTYPbl, TEPMHHOJIOTMH U MOHATHI

A.1 CTpyKTypa M TEpMHUHOJIOTUA

CtpykTypa pa3feJsioB (T.e. MOC/AeOBAaTEJIbHOCTb Pa3fesioB) M 4YacTb TEPMHUHOJIOTUM HACTOsIIEH
BepcUM JaHHOro MexzayHapogHoro CTaHZapTa IO CpaBHEHMIO C mpenbiaymeit Bepcuedr (MCO
9001:2008) 6bLIM HU3MEHEHBbl B LeJsAX YJAydllleHUs CTPYKTYpHOM COBMECTHMOCTH C JAPYTUMU
CTaHJapTaMU Ha CUCTEMBI MeHeKMEHTA.

B nanHoM MexayHapogHoMm CTaHJapTe He COAEpPKUTCS TPeOOBAHUS O IPUMEHEHUH €TI0 CTPYKTYPhI U
TEPMUHOJIOTUHM K JOKYMEHTUPOBAaHHOW MHGOPMALIMK CUCTEMbI MEeHe)KMEHTa KayeCcTBa KaKou-11u60
OpraHU3aIUH.

JlaHHasi CTPyKTypa pas/leioB IpeJHa3HaYeHa JJisd obOecrnedyeHUs COTrJIACOBAHHOIO W3JIOXKEHHUS
TpeGOBaHUM, a He [Ji TOTO, YTOOBI OBITH MOJEJbI0 AJIS AOKYMEHTUPOBAHUSA IMOJHUTHK, LeJed U
npoieccoB opraHusanuu. CTpPyKTypa U  COJlepXkaHue JIOKYMEHTHPOBAaHHOM HWHQpOpMaIUH,
OTHOCAIEeNCA K CUCTEMe MeHeKMEHTA KadyeCcTBa, 4acTO MOTYT OBbITh 6oJiee MOAXOAALUMU AJS
noJb30BaTeseld, ecJd JAOKYMeHTHpOBaHHas WHQopManus OTHOCHUTCA Kak K IpoIeccam,
GYHKIIMOHUPYIOUIMM B OpraHU3alMy, TaK U K MHQOpMaIUH, O J[ep>KUBAaeMOH AJ1s1 IPYTHUX LieJei.

YTo6b! ycTaHaB/JIMBaTb TPeOOBaHUA K CHCTeMe MeHe/P)KMEeHTa KadecTBa, BOBCe He 0053aTesIbHO
TEPMHUHBI, UCNOJIb3yeMble OpraHU3aluel, 3aMeHATb TEePMHUHAMHM, HCIOJIb3yEMBIMH B HACTOAILLEM
crangapre. OpraHusaly MOTYT UCIOJIb30BaTh TEPMHUHDBI, KOTOPbIE OHU COUTYT O0Jiee NOAXOAAIUMHU
JJIl  CBOeH JedATeJbHOCTH (HalmpHMep, HCHOJIb30BaTb TEPMHUHBI «3alMCH», «JAOKYMeHTaLU»,
«IPOTOKOJIbI», @ He «JOKYMEHTHpPOBaHHasl HHpOpMaLUA», HWJIU HCIOJb30BATh «MOCTABIIUKY,
«[IapTHEpP», «IpoJaBell», a He «BHEIIHWUW NocTaBmiuk»). B Tabuune A.1 nokasaHbl OCHOBHbIE
pas/M4yra B TEPMUHOJIOTUH MEX/y HacToslel Bepcuel JaHnHoro MexayHapogHoro CTaHzapTa U ero
npeabIyllel Bepcren.

Ta6simna A.1 — OcHOBHBIE pa3/in4usA B TepMuHoJioruu mexay MCO 9001:2008 u UCO

9001:2015
MCO0 9001:2008 HC09001:2015
[Ipoaykuusa [IpoayKuya v ycayru
UcknrouyeHus He npumenserca
(Cm. [lyHkT A.5 1151 NOSICHEHUM, KacarIUXCs
NPUMEHUMOCTH)
[IpencraBuTEIE pYKOBOACTBA He npumensaercsa

(AHasioruuHbIe TEPOOBAHUS 10 OTBETCTBEHHOCTH
M TOJHOMOYMSIM  yCTAHOBJIEHbl, HO  HET
TpeGOBaHHsA B OTHOIIEHUWU €JUHCTBEHHOIO
npeJCcTaBUTE sl PYKOBOJCTBA)

AOKYMGHTaLU/IH, PYKOBOACTBO I10 Ka4€CTBY, AOKYMGHTI/II)OBEIHHE[H I/IH(l)OpMaL[I/IH
AOKYMEHTHPOBAHHbIE ITpoLeAypbl, 3allMCHU

[IpousBoAcTBeHHAas cpesa Cpena 1t GyHKIIMOHMPOBAHMUS NMPOLECCOB

O6opy0oBaHME /IJIsI MOHUTOPHUHTA U U3MePeHUH | Pecypchl /111 MOHUTOPUHTA U U3MEPEHUH

3aKy1'[JI€‘HHaH npoAyKIHA [locTaBasieMass U3BHe npoAYKIHA U YCIAYTHU

[TocTaBUIMK BHemHu# nocTaBIUK
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A.2 Tpoaykuus v ycayru

B MCO 9001:2008 ucnosib30Bajicsi TEPMUH «IPOAYKIMSI» JAJs1 OXBaTa BCeX KaTeropui BbIXOJOB. B
HacTodAlled BepcuM JaHHoro MexayHapogHoro CraHJapTa MCHOJIB3yeTCd CJA0BOCOYETaHHUE
«IPOAYKLMUA U ycayru». CioBocodeTaHUe «NIPOAYKLUSA U YCAYTU» 0XBaThbIBaeT BCe KATETOPUU BbIX0/0B
(TexHUYECKHE CPECTBA, YCJAYTH, IPOrpaMMHbIe Cpe/ICTBa U epepaboTaHHbIE MaTepHaJIbl).

CnenyasbHOe BKJIIOYEHME «yCJAyr» NpeAHa3HAayeHOo JJIf TOro, YTOObl BBIAEJIUTb Pa3M4us MexAy
NPOJYKIMENX U yCJyraMu NMPU MPUMEHEHUU HEKOTOPbIX TpeOGoBaHUM. XapaKTepHONW 0COGEHHOCTHIO
yCayr sIBJsIETCS TO, YTO, 0 MeHblleld Mepe, YacThb BbIXOJA MOJy4YaeTCsl MpPU HeNnocpelCTBEHHOM
B3aMMOJIECTBUM C MOTpebUTeseM. JTO O3HAa4yaeT, HAlpUMep, UTO COOTBETCTBHE TPeGOBAHUSAM He
BCerja MOXeT ObITh IO TBEPK/EeHO [0 3aBeplLIeHUs Ipe/joCTaBIeHuUs YCAYTH.

B 60/IbLIMHCTBE C/y4yaeB «MPOAYKLHA U YCAYTU» UCIOJb3YIOTCS COBMECTHO. BOJIBIIMHCTBO BBIXO/OB,
KOTOpble OpraHu3alusi IOCTaBJjseT NOTpebUTeNsIM WM KOTOpble UM MOCTaBJSAKT BHELIHUE
NOCTABIIMKY, BKJIOYAIOT KakK MPOAYKLIMUIO, Tak M ycayru. Hanpumep, MaTepuajbHas WU
HeMaTepHasbHas NPOAYKLHMS MOXeT UMEeTb HEKOTOPYIO CBSI3AHHYIO C HeHl yC/yry, WK YCIyra MOXeT
HMMeTb HEKOTOPYIO CBA3aHHYIO C HEH MaTepHaJbHYI0 UM HEMAaTepHUabHYI0 NPOAYKLHUIO.

A.3 TloHuMaHUe NOTPEGHOCTEN U 0XKUAAHUN 3aMHTEPECOBAHHbBIX CTOPOH

[Monpasgen 4.2 coAepXUT TPebOOBaHUS K OpPraHU3ALUHU OMNpeesisTh 3aUHTEpPeCOBAaHHbIE CTOPOHBI,
KOTOpble HMEIT OTHOIIEHHWe K CHCTeEMe MeHe)KMeHTa KayecTBa, U TpeGOBaHUA 3THUX
3auMHTepeCcOBaHHBIX CTOPOH. OfHaKo moApasfen 4.2 He MoJjpa3yMeBaeT pacliUpeHue TpeboBaHUM
CHUCTEMbI MeHe)KMeHTa KadecTBa 3a pPaMKHA 00J1aCTH NpUMeHEeHHs JaHHOTo MeXXIyHapoaHOro
Cranpapra. Kak yctaHoBieHo B «06JiacTU NpUMeHeHHUsI», JaHHbI MexayHapofHbld CTaHAapT
NpUMEHsIeTCs TOr/|a, KOT/Ia OpraHyu3aliid He0OX0JUMO MPOJIEMOHCTPHUPOBATL CBOK CIOCOOHOCTh Ha
NOCTOSIHHOM OCHOBe o6ecleydBaTbh MNOCTAaBKYy MNPOAYKLMHA W YCAYr, OTBEYAKLHUX TpebOBaHUSAM
notpebuTesed W NPUMEHUMBIM 3aKOHOAATEJNbHbIM W perjaMeHTUPYIOIIUM TpebOBaHUAM, U
HalleJIEHHOCTh Ha MOBbIIIEHUE V/I0BJETBOPEHHOCTHU MOTPEOUTEEMN.

B nannom MexaynapogHoMm CTaHZapTe HeT TpeGOBaHHUS O TOM, YTOObI OpraHM3alus paccMaTpuBasa
3aMHTEpPECOBaHHbIE CTOPOHBI, KOTOpPbIe He ObLIM ONpeJeieHbl JaHHOW OpraHU3aluel Kak 3Ha4yrMMble
JUlsee CUCTeMbl MeHe)KMeHTa KadecTBa. OpraHusanus cama pellaeT, 3HAYUMO JIM KakKoe-Ju6o
KOHKpeTHOe Tpe6b0BaHHe COOTBETCTBYIOIL e 3aMHTEePEeCOBAaHHOW CTOPOHBI K ee CUCTEMe MeHePKMeHTa
KayecTBa.

A.4 Puck-opueHTHpPOBAHHOE MbILLJIEHHE

KoHuennust puck-opueHTHPOBAHHOTO MbIILJIEHUS POCIEXKHUBaIACh U B IPeAbIAYLIEed BEPCUH JAHHOTO
MexayHapopHoro CTaHzapTa, HanpuMmep, 4Yepe3 TpeOOBaHMA K [JIAHUPOBAHUIO, aHaIu3y U
yaydimeHuto. JlaHHblil MexayHapoaHbii CTaHZApT yCTaHaBJMBAeT JJisl OpraHu3alUu TpebGoBaHHe
NOHUMATb ee KOHTeKCT (cM.II. 4.1) onpefensaTb PUCKU, KaK OCHOBY JJId IJIAHUPOBaHUA (cM. 1. 6.1). 3TO
OTpakaeT NpPUMEHEHHE PHCK-OPUEHTHPOBAHHOI'O0 MBILUJIEHUS [Js1 IJIAHUPOBAaHUSI W BHEAPEHHUS
NpOLECCOB CUCTEMbl MEHE)KMEHTA KadecTBa (CM. 1. 4.4) U 6yAeT MoMoraThb B OIpeJieiIeHUU 06beMa
JIOKyMeHTHUPOBaHHOW HHOpPMaLIUH.

OfHa U3 K/I10YeBbIX LieJlell CUCTeMbl MeHe[PKMeHTa KauecTBa COCTOUT B TOM, UTOObI OHa JieicTBOBajIa
KaK MWHCTPYMeHT npeaynpexgeHud. lloatomy fgaHHbId MexayHapoanbli CTranjapT He HWMeeT
OTZEJIbHOT0 pa3/iesa WM MyHKTa M0 NpeAynpexAaniiuM gedcTBUAM. [loHATHe npeaynpexaaroniero
JlefiCTBYA BbIpaXKeHO Yepe3 UCI0Jb30BaHKe PUCK-OPUEHTUPOBAHHOI0 MbILLJIEHUS IPU GOpPMYJIMPOBKe
TpeOOBaHUN K CUCTEME MEHEPKMEHTA KayecTBa.

Puck-oprueHTHUpOBaHHOE MBILJIEHWE, MpPUMeHseMoe B JaHHOM MexayHapogHoM CraHzaprTe,
CNoco6CTBOBAJI0O HEKOTOPOMY COKpallleHUI0 TpeGOBaHUM Mpe/MChIBAIOILEr0 XapaKTepa U UX 3aMeHe
Tpeb6OBaHUsAMH, OCHOBAHHBIMU Ha QYHKLUOHHWpOBaHUM. [laHHbI MexayHapoaHblid CTaHzapT 6oJiee
rubok, yem HKMCO 9001:2008, B oTHoweHUM TpebGOBAaHUM K IMpoleccaM, [JOKYMEHTUPOBAaHHOMN
MHPOPMaLUU U pacnipe/ie/IeHUI0 OTBETCTBEHHOCTH B OpraHU3al M.

HECMOTpH Ha TO, YTO noAgpasaej 6.1 YKa3bIBaeT, YTO OpraHru3anud AOJIXKHA IIJIAHUPOBAThb ,HEI\/,ICTBI/IH B
OTHOLIE€HHUHU PUCKOB, CTAHAAPT He Tpe6yeT (l)OpMaJII/I3OBaHHbIX MEeTOAO0B MEHEeJXXMEHTa PUCKOB HJIN
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JIOKYMEHTHPOBAHHOr'0 Mpoliecca MeHeJKMeHTa PUCKOB. OpraHu3alUd MOTYT PeLIUTb CIefyeT Jd
pa3pabaTbiBaThb 00Jiee OOLIMPHYI0 METOJO0JIOTHIO MO0 MEHEe[KMEeHTY pHCKa, yeM TpebyeTcs AaHHBIM
MexayHapoaHbiM CTaHJAPTOM, HallpUMeD, 3a CYET NPUMEHEeHHs IPYTUX PYKOBOJSALMX YKAa3aHUH WU
CTaH/IapTOB.

He Bce mporecchl cUCTeEMbl MeHe)KMEHTa KauecTBa 006J1aJJal0T OJMHAKOBBIM yPOBHEM pHCKa B
OTHOILEHUHU CHOCOOHOCTH OpPraHM3alUM AOCTUraTh CBOUX LieJlel, U BJIMSAHUE HeollpeJieJIeHHOCTH He
SIBJII€TCS OJJMHAKOBBIM JIJISl BCEX OpraHu3auuil. B cooTBeTCTBUM ¢ TpeGOBaHUAMU mojpasjena 6.1,
OpraHu3alys OTBETCTBEHHA 3a NMPHUMeHEHHe PUCK-OPUEHTUPOBAHHOTO MBILIJIEHUs U 3a JeWCTBUS B
OTHOILEHUHM PUCKA, B TOM 4YMCJIe 1[eJ1eCO0OPa3HOCTb COXpAaHeHHUsl JOKYMEHTUPOBAaHHON MHPOpMaLuu
KaK CBH/IeTE/IbCTBA ONpeJie/IeHUs] PUCKOB OpraHu3aLuei.

A.5 TIpuMeHMMOCTb

[Ipy ompezgesieHMH NPHMEHHMMOCTH TpPeOOBAaHUM CTaHAAPTA K CHUCTEMe MeHeIKMeHTa KadecTBa
opraHusanuu AaHHbIA MexayHaponHbli CTaHZapT He JieJlaeT CChbLJIKA Ha «UCKJAKYeHUsA». TeM He
MeHee, OpraHU3alus MOXKET MMPOBOJIUTh aHAJU3 MPUMEHUMOCTH TPEOOBAaHUM C yYETOM pa3Mepa HJH
CJI0KHOCTU OpTaHU3allu¥, MWCHOJb3yeMOH €l MOJeNd MeHeJKMEHTa, COBOKYNHOCTH BH/IOB
JesaTeJbHOCTU OPraHU3alMy U XapaKTepa ee yYMTbhIBaeMbIX PUCKOB U BO3MO>KHOCTEH.

Tpe6oBaHusi K IPUMEHUMOCTH pacCMaTpPUBAIOTCA B mojpasfesie 4.3, onpefessoLieM YCJI0BUS, NpU
KOTOpPBIX OpraHu3alys MOXXeT IPUHATb pPelleH’e 0 TOM, YTO TpeGoBaHHe He MOXKET ObITh IPUMEHEHO
HU K JIl060My M3 NPOLeCCOB B paMKax 06JlaCTU NPUMEHEHHS] CUCTEMbl MeHePKMeHTa KayecTBa.
OpraHu3sanys MOXKeT IPUHUMATh pellleHre 0 TOM, YTO TpeboBaHUe He IPUMEHSIETCs], TOJIbKO eCJIM 3TO
pellleHHe He IPUBeJEeT K C605M B 06ecliedeHUH COOTBETCTBHUSA NPOAYKIUMHU U YCIYT.

A.6 [lokymMeHTHpPOBaHHas UH$pOpMaLUA

Kak cocraBaswomas 4actb oGeclieyeHHUs COBMECTUMOCTH C JAPYTMMH CTaHAApPTaMU Ha CHUCTEMbI
MeHeIKMeHTa, 00IMN pa3/ies1, Kacawiuiica «/JoKyMeHTUPOBaHHON WHOpMALMK» ObLI MPUHAT 6e3
3HAYMUTEJbHOTO M3MeHeHUs1 WM jAo6aBieHus (cMm. m. 7.5). Tam, rje BO3MOXXHO TEKCT JaHHOTrO
MexayHapoaHoro CTaHgapTa 6bLJ COrJIACOBAH C TPEGOBAHUAMMU 3TOrO0 pas/iesa. B cuiy aToro, TepMuH
«JIOKYMEeHTUpPOBaHHAasd WHQOpMaIMsa» UCHOJb3YeTCs BO BCeX TpeGOBAaHUAX, OTHOCAIIUXCI K
JIOKYMEHTAaM.

Tam, rge B UCO 9001:2008 ucnosib30Ba/IMCh ClieUaJbHble TEPMHUHBI, TaKHE KaK «JOKYMEHT» WJIU
«JOKYMEHTHPOBaHHbIE NPOLEAYPbI», KPYKOBOACTBO M0 Ka4YeCTBY» UJIU «IJIaH KaueCTBa», B HACTOs el
BEPCUM CTaHJApTa OINpejesieHbl TpebOBaHUSA K «IOJJep:KaHUI0 B paboyeM COCTOSIHUU
JIOKyMeHTHUPOBaHHOU HHOpPMaLIUN».

Tam rae B MCO 9001:2008 wucnosib3oBajci TEPMUH «3alUCH» AJis 0003HA4YeHUs [JJOKYMEHTOB,
HeoOXOUMBIX JIJisl 00ecliedeHus CBUJEeTebCTBA COOTBETCTBUS TPeOOBAHUAM, TeNEPh UCIOJIb3yeTCs
TpebOoBaHMe «COXPAHATh JOKyMEHTHPOBaHHY0 HHOpMaLUio». OpraHu3alnus HeceT OTBETCTBEHHOCTh
3a omnpejie/ieHHe TOro, Kakasi JJOKYMeHTHUPOBaHHasi MHGOpMaLUs J0/KHA ObITh COXpaHeHa, B TeUeHUe
KaKoro rnepyo/ia BpeMeHH ¥ KaKrue HOCUTEJU OYIyT UCI0JIb30BaHbI /I 3TOTO.

Tpe6GoBaHue mNo «MNOAJep:KaHHWIO B paboyeM COCTOSIHUM» JOKYMEHTUPOBAaHHOW HHoOpMaLUu He
HCKJII0YaeT BO3MOXHOCTM  TOrO, 4YTO OpraHu3alus MOMKeT TaKXe  «COXpPaHATb» 3Ty
JIOKYMEHTHPOBAHHYI0 WHGOPMALMI0 AJ51 KOHKPETHBIX IieJjiel, HalpuMep, COXPAaHSAThb MpeAblAyliue
BEPCHUH JOKyMEHTUPOBAaHHOH MHGOpPMAIHUH.

Tam, rae panHHbll MexayHapogHbli CTaHAApT ccblIaeTcs Ha «dHPoOpMaLMO», a He Ha
«JJOKYMeHTUpPOBaHHyl0 uHopMauuio» (HanpuMep, B nozpasgene 4.1: «OpraHuszanus [AoJDKHA
OCYIIEeCTBJISITh MOHUTOPHHT Y aHaIM3 HHPOPMaALHUH 06 3TUX BHEIIHUX U BHYTPEHHUX QaKTOpax»), HET
TpebOOBaHHUsl, 4YTO 3Ta HHbOpMauMus [JO/HKHA ObITh JOKYMEHTUPOBAaHHOW. B Takux ciydasx
OpraHM3alusi MOXeT pellWTb fBJSEeTCHA JM 3TO HeoOXOJUMBIM WJIM YMeCTHbIM MOAJepKaHUe B
pabovyeM COCTOSHUM JOKYMEHTUPOBAHHOW HHPOPMALIUH.

A.7 3HaHudA opraHusanuu

[lyukt 7.1.6 paHHoro MexayHapogHoro CTaHJapTa CBsi3aH C NOTPeOGHOCTbIO ONpPeAeNUTb U

© IS0 2015 - All rights reserved 27



OCylieCTBJIATb MEHEIXXMEHT 3HaHHﬁ, noaaep>KrMBaeMbIxX OpI‘aHI/ISaU,I/IEI\/)I B LeJdx obecreyeHus
COOTBETCTBUA NPOAYKIHWHA U YCIIYT.

Tpe6oBaHus, OTHOCAIIMECS K 3HAHUSIM OpTaHU3alluH, OblJIN BBEIEHBI C LIeJIbIO:
a) 3allMThl OpraHU3alUM OT MOTEePH 3HAHUH, HATPUMEP U3-3a:
— TeKy4eCTH KaJIpOB;
— HEeBO3MOXXHOCTH IOJIy4YeHUs U 00MeHa HHOopMalueH;
b) cTUMyJHpOBaHHS OpraHU3aIMU K IPHOOPETEHHIO 3HAHWH, HAIPUMED, Ha OCHOBE:
— 00y4YeHUs1 Ha COOCTBEHHOM OIbITE;
— HacTaBHUYECTBa;

— GeHYMapKHHTa.

A.8 YmnpaBsieHHe BHEIIHMMM NOCTABKaMHU NPOAYKIHMH U YCIIYT

Bce popMbl BHEIIHE TOCTABJISIEMbIX MPOAYKIUH U YCIYT PAaCCMOTPEHBI B oApa3ese 8.4, HanpuMmep:
a) 3aKyIJIeHHbIe Y TOCTaBIIUKA;

b) moJsiy4eHHbIEe N0 COTJIAlIEHUIO C aCCOLIMMPOBAHHOW KOMITaHUEH;

C) ToJIyYeHHbIE OT BHEUIHEr0 MOCTABU[MKA HA OCHOBE ayTCOPCHHTA MPOIEeCCOB.

AyTOCOpCHHT Bcerjia ABJAJICA B&XKHOW XapaKTepUCTUKOM YCIYTH, IOCKOJBKY UMeeT 110 KpalHel Mepe
OJIVIH BUJ, [1eATeJIbHOCTH, He06X0 MO /151 BBINIOJIHEHUS B3aUMOLeICTBYA NOCTaBLIMKA U
OpraHu3alyvH.

CpencTBa ynpaB/eHUs BHEIIHWMH NOCTaBKaMH MOTYT LIMPOKO BapbUPOBATbCA B 3aBUCUMOCTH OT
XapakTepa NpoAyKLUU U ycayr. OpraHusanus MOXKeT IPUMEHATb PUCK-OPUEHTUPOBAaHHOE MBIIJIEHUE
JJis ompejesieHUs1 BUJA W CTeleHW yOpaBJeHUs], NOAXOASAIIUMX [JJisi KOHKPETHOTO BHEIIHEro
NOCTaBILMKa U BHELIHE N0CTABJIAeMON MPOAYKLIUY U YCIYT.
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Annex B
(informative)

Other International Standards on quality management and quality
management systems developed by ISO/TC176

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.

— ISO 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. ISO 9000 also defines the terms, definitions and concepts used in this
International Standard.

— IS0 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.

— IS0 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.

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.

— IS0 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.

— IS0 10003 Quality management — Customer satisfaction — Guidelines for dispute resolution external
to organizations provides guidance for effective and efficient external dispute resolution for
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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.

[SO 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.

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

ISO 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.

[SO 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.

[SO 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. ISO 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
[SO quality management system standards, e.g. environmental management systems and safety
management systems.

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.

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

ISO/TR 10017 Guidance on statistical techniques 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.
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— 1SO 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.

— IS0 10019 Guidelines for the selection ofqualitymanagementsystemconsultantsanduseoftheirservices
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.

— IS0 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. ISO 19011 is intended to apply to
auditors, organizations implementing management systems, and organizations needing to conduct
audits of management systems.

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

Other Interna- Clause in this International Standard

tional Standard 4 5 6 ~ 8 9 10
ISO 9000 All All All All All All All
[SO 9004 All All All All All All All
[SO 10001 8.2.2,8.5.1 |9.1.2

[SO 10002 8.2.1, 9.1.2 10.2.1
[SO 10003 9.1.2

[SO 10004 9.1.2,9.1.3

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

ISO 10008 All All All All All All All
ISO 10012 7.1.5

[SO/TR 10013 7.5

ISO 10014 All All All All All All All
ISO 10015 7.2

[SO/TR 10017 6.1 7.1.5 9.1

ISO 10018 All All All All All All All
ISO 10019 8.4

ISO 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.
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ITpuioxeHnue B
(cnpaBo4HOE)

Apyrue MexayHapoAHbIe CTaHAapThl B 06/1aCTH MEeHeXKMEeHTa
KadecTBa U CUCTEM MeHe)KMeHTa KaueCTBa, pa3paboTaHHbIe
NCO/TK 176

MexiyHapoJiHble CTAHJAPThI, ONMUCAHWE KOTOPbIX NPUBOJUTCS B HACTOSAILEM NPUIOXKEHUH, ObLIU
paspaboraHbl TexHHYeckuM kKomuTterom HMCO/TK 176 ansa mnpenocTaB/eHHs BCIIOMOTraTeJbHOUN
vHbOpMallMM OpraHu3alusM, KOTOpble NPUMEHSAIT JAaHHbIA MexayHapoaHblii CTaHJapT, U /s
NpesoCTaBJEHUSI PYKOBOAAIMX YKa3aHUM OpraHU3alUsM, CTPEeMSIIUMCS MPEB30UTH ero TpeGoBaHUS.
Yka3zaHus uau TpebOoBaHMUS, CoJepKalliiecs B JJOKYMEHTAX, yKa3aHHbIX B HACTOSAILEM NPUJIOXKEHUU HE
JIOTIOJIHSIIOT U He U3MEHSIOT TPeboBaHUs JJaHHOro MexayHapoaHoro CTaHaapTa.

Ta6sivna B.1 moka3bIBaeT B3aUMOCBS3b MEXY 3TUMH CTaHAapTaMH U COOTBETCTBYIONIMMHU pasjieiaMu
JaHHoro MexayHapoaHoro CTaHjapra.

HacTtosiiee npuioxkeHre He COAEPKUT CChIJIKM Ha OTPacJ/eBble CTAaHAAPTHI HA CUCTEMbI MeHeXKMEHTA
KauecTBa, pa3paboTaHHble TexHUYeckuM KomuTeToM UCO/TK 176.

JauHbi MexayHapoAHbld CTaHAApT sIBJASETCS OAHHUM M3 TpPeX OCHOBOIOJIATAIOUIUX CTaHJApPTOB,
paspabotanabix UCO/TK 176.

— HCO 9000 «Cucmembl meHedncmeHma kadecmsd. OCHOBHblE NOJIONCEHUS U C/A08APb» CO3AET
OCHOBBI /Il HaJJeXxalero NOHMMaHUA U NpUMeHeHUs AaHHoro MexayHapogHoro CraHpapra.
[IpyHUIMIIBI MEHeI)KMeHTa KayecTBa, MOoAPo6GHOe onvcaHue KOTopbix fgaeTcsa B MCO 9000, 6b1m
y4TeHbl B Ipolecce pa3paboTku faHHoro MexayHapoaHoro CrtaHzapTa. CaMu 3TH NPUHLUIBI He
SIBJSIIOTCA TpPeGOBAaHUSMHM, HO OHU QOPMHUPYIOT OCHOBY JJiI Tex TpeGOBaHUM, KOTOpbIe
yCTaHaB/JuBaeT [JaHHbIM Mexaynapogubeid Crangapt. MCO 9000 onpepensieT TepMUHBI,
onpesieJieHUs ¥ OCHOBHBIe TOHATHSA, UCIOJIb3yeMble B JaHHOM MexayHaponHoM CtaHzaapre.

— HCO 9001 (maHHBIM MexayHaponanbiii CTaHAapT) ycTaHaB/AWBaeT TpeGOBaHHUS, HaIlpaBJIeHHbIE
IJIaBHBIM 06pa30oM Ha CO3/laHHe JJ0BepUs K POAYKIMH U yCayraM, npejjaraeMbIM opraHusanue,
¥, MOCPeJCTBOM 3TOr0, Ha IOBBIIIEHUE YAOBJIETBOPEHHOCTH NOTpebUTeseld. MOXKHO TaKxe
OXUJATh, YTO HajJjexallee BHeJPEHHEe ITOro CTaHAApPTa HPHUHECET Jpyrue BBITOABI [AJs
OpraHMU3aluy, TaKUe KaK yJy4dlleHHbI BHyTpeHHUH 06MeH MH$opMalvel, Jy4dlliee TOHUMaHUe U
ynpaBJieHHe NPOoL,eCcCaMu OpraHU3alUH.

— HCO 9004 «MeHedxcmeHm 045 docmudsxceHust ycmou4ueozo ycnexa opeaHuszayuu. [lodxod Ha ocHose
MEHEeONCMEHMA Ka1ecmaa» CONEPKUT PYKOBOAAIIME YKA3aHUS [IJIsl OpraHU3aLMH, CTPEMSIUXCA
NpeB30UTU TpebOBaHUS JaHHOro MexayHapoaHoro CTaHJapTa, OxBaTbiBasg 0OoJiee LIUPOKUHN
CHEKTP BONPOCOB C TeM, YTOObl 3TO MOIJIO BECTH K YJy4YlleHHIO o6uiero GpyHKIMOHUPOBAHUSA
opranuzanuu. UCO 9004 Bk/OYaeT MeTOJHUYECKOe PYKOBOJCTBO [0 CAMOOLIEHKE C TeM, YTOObI
OpraHu3ali MMeJd BO3MOXXHOCTb OI[€HUBAaTh YPOBEHb PAa3BUTHSA M 3PEJIOCTb CBOUX CHCTEM
MeHeKMeHTa KauyecTBa.

Me)K,ZLYHapO,ZLHble CTaHAAPTbI, OIIKMCAHHbIE HHXEe, MOryT IIOMO4Yb OpraHu3aludaM, Koraa OHH
pa3pa6aTbIBa10T HWJIKN CTPEMATCA YJY4YIIUTb CBOU CUCTEMblI MEHEIXXMEHTa KadeCTBa, NPOoLeCChbl UJIH
BU/AbI edTeJIbHOCTH.

— HCO 10001 "Mewnedxcmenm kauecmea — YdossemeopeHHOoCcmb nompebumesell - Pykosodsujue
YKA3aHusl no npasu/aam nogedeHust 01 0p2aHU3ayuil” CAYXKUT JJisi OpraHU3ald PYKOBOJACTBOM B
omnpe/ieJIeHUH TOTO, UTO ee Mephbl 110 06eCNeYeHHI0 YI0BJIeTBOPEHHOCTH MOTPEOUTEIEH OTBEYAIOT
UX TOTPEGHOCTAM M OXHUJAHUSAM. [IpUMeHeHHe CTaHZApPTA MOXET IMOBBICUTh [JOBEpUe
HoTpebuTe/N el B OTHOLIEHHHU OPraHU3aLMH U YJAYyYLIIMTh MOHHMaHHE MOTPEOUTENSIMU TOTO, YTO

OHH MOTYT OKU/JATb OT OPpraHMU3alivy, TEM CAMbIM CHHUXKad BEPOATHOCTb HeﬂOpaBYMeHI/Iﬁ U KaJi00.

— HCO 10002 "Menedxncmenm kayecmsa - YdossemeopeHHOCMb nompebumesell - Pykosodsujue
YKa3aHusi no ynpas/eHul0 NpemeH3usiMu 8 Op2aHU3ayusx" CIYKUT PYKOBOJCTBOM IO MPOLECCY
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obpalleHUs ¢ NpPeTeH3UsIMU Yyepe3 NMpU3HAHUE U U3yuyeHHe NMOTPeGHOCTEeH U 0XKUJAHUH CTOPOH,
obpalarIIuxcad C HpeTeH3UsMM, U paspelleHHI0 BOINPOCOB, CBA3aHHbIX C MOJy4eHHbIMHU
npeteHsussMu. OH o6GecrneyuBaeT OTKPBITHbIA, Pe3yJbTAaTUBHbIM M NMPOCTOM /i1 NPUMEHeHUs
IpolLiecc, BKIIYALUMNA 00y4eHne U NMOATroTOBKY nepcoHasa. OH TakKe MOXET MCI0JIb30BaThCs B
KauecTBe PyKOBO/CTBA MaJ/IbIMU NTpeIpUATHH.

— HCO 10003 "MeHedycmeHm kavecmea - YdoesemeopeHHOoCmb nompebumesetl - Pykosodsawue
YKA3aHUsi Nho ypezyAupo8aHUr) CNopoe B8He oOpaaHuzayuu” CIAYKAT PYKOBOJACTBOM IS
pe3yJbTaTUBHOTO U 3PPEeKTUBHOTO paspellieHHsl CIOPOB BHe OpraHU3alMi MO MPETEeH3HsM,
CBSI3aHHBIM C MPOAYKIHel. PaspelnieHre CiopoB MO3BOJISIET UCKATh YAOBJIETBOPEHHUS B CIydasx,
KOr/la OpraHM3alUKi He MOTYT YperyJMpoBaTh BOMPOCHI 1O Y0BJETBOPEHHIO MPETEH3UN BHYTPH
OopraHu3aluy. boJbIIMHCTBO TPETEH3UH MOTYT OBITh YCIEIHO pa3pellleHbl BHYTPH OpraHU3alUU
0e3 NpPUMEHEHHUs TNpPOLEeAyp, B KOTOPbIX CTOPOHBI BBICTYNAIOT MPOTHBOGOPCTBYIOUMMU
CTOPOHAMH.

— HCO 10004 "Menedxcmenm kayecmea - Pykosodsiwue ykasaHusi no MOHUMOPUH2Y U U3MepeHUr"
CJIY?KHUT PYKOBO/CTBOM /[JIs1 BIPAGOTKHU Mep, HAllpaBJeHHbIX Ha MOBbILIEHHE YA0BJETBOPEHHOCTU
NoTpebUTesied U Ha UJEHTHUQPUKAIUI0O BO3MOXKHOCTEH yJy4IlleHUs NPOAYKIHMH, MPOLECCOB U
XapaKTePUCTUK, KOTOPblE BaXKHbI JJis MoTpebuTeseil. Takve Mepbl MOTYT YCUJIUTh JIOSJIBHOCTD
noTpebUTeN el U TOMOYb OpraHU3aliu yAep>KaTb IOTpebuTeei.

— HCO 10005 "Cucmembr menedxncmenma kauecmaa — Pykogodsiwjue yka3aHus no naaHam kKadecmea"
CJIy?KUT PYKOBOJCTBOM IO pa3paboTKe W HUCHOJIb30BAaHUIO IJIAHOB N0 KayeCTBY KakK CBA3yHOllee
CpeACTBO, CBS3bIBaIOLEro Tpe6boBaHUsA Npolecca, NPOoAYKTa, IPOeKTa WU KOHTPAKTa C paboyuMu
MeTOJaMHU M NpaKTHKaMH, 00ecneuyuBalOLIMX MPOU3BOJACTBO NpoAyKuuM. [IpenmyiiecTBa OT
pa3paboTKU IJIaHa [0 KauyecTBY OYJAyT BbIpaXKaTbCsl B NMOBBILIEHHOW YBEPEHHOCTH B TOM, UYTO
Tpe6oBaHUsA OYJyT BbINOJHEHbl, YTO MNPOLLECCHl HAXOJAATCA IOJ YyHpaBJeHUWeM, a TakKxke B
MOTHUBALMU BCEX, KTO BOBJIeYEH B pabOTYy.

— HCO 10006 "Cucmembvl meHedncmenma kavecmea — Pykoeodsujue YKA3aHUusi No MeHedHcMeHmy
Kayecmea 8 npoekmax" NPUMEHUMbI K LIUPOKOMY CHEKTPY MPOEKTOB: OT MaJblX 4O 6OJIbLIUX, OT
IPOCTBhIX /0 CJOXHBIX, OT OT/AEJbHOTO MPOEKTa A0 MNPOEKTa, SBJAKIIUMHUCA YacTbl0 CEpPUU
npoekToB. OHU MOTYT ObITb HCIOJIb30BaHbl MEPCOHAJIOM, OCYLIECTBJSIOLUIUM PYKOBOJACTBO
NpPOEKTAMH, U TEeMH, KOMY HYXHO OOecnedyuTh NpPUMEHEeHWEe WX OpraHusalyedl MpaKTUK,
cojepxamuxcs B craHgaprax noptoens MCO, mpesHa3HAuYeHHBbIX JJI1 CUCTEM MeHeKMEeHTa
KavecTBa.

— HCO 10007 "Cucmemvl meHedyHcMeHma kavecmsed - Pykoeodswue ykazaHusi no MeHeddcMeHmy
KoH@uzypayull" npeaHa3HayeH [ OKa3aHUs COAEHCTBUS OpraHU3alUsIM, NPUMEHSIOIUM
ynpaBjeHUe KoHUrypauved JJjsi TeXHHYECKOro M aJMUHUCTPATUBHOTO PYKOBOJCTBA Ha
NPOTSXKEHUM BCEr0 JKM3HEHHOTO IUKJA NPOAYKIHUU. MeHeKMEHT KOHPUTypaluid MOXEeT ObITb
MCIOJIb30BaH [/l BBINOJHEHUSI Tpe6OBaHUHW K HAEHTUQUKALUK U TMPOCTEKUBAEMOCTH
MpPOAYKL MY, YCTAHOBJIEHHBIX B JaHHOM MexayHapogHoMm CTaHzapTe.

— HCO 10008 "MeHnedmmenm kawecmea - YdoesemeopeHHOoCcmb nompebumeseli - Pykoesodsauwue
VKA3aHUS1 N0 3/1eKMPOHHbIM MOp208biM cdeakam mexcdy 6u3HecoM u nompebumesem” CONEPKUT
pPYKOBOASALIME YKa3aHUsA O TOM, KAKUM 00pa3oM OpraHM3ali MOTYT BHEJAPUTD pe3y/bTaTHBHYIO
U 3¢deKTUBHYIO CHUCTEMY [JisI 3JIEKTPOHHBIX TOPrOBbIX ONepaluil Mexay OHU3HEecoM U
NOTPeOUTENSIMH, M TeM CaMbIM CO3/aTh OCHOBY /JJIi TOrO, 4YTOObl NOTPEOUTENH HMeJd
MOBBIIIEHHYI0 YBEPEHHOCTb B OTHOIIEHHWH TAKUX 3JEKTPOHHBIX TOPTOBBIX ONEPALUi; MOBBICUTD
CMOCOGHOCTb OpraHMU3aLUU YAOBJIETBOPSATh NOTpPeOUTEsed; a TakKe YMEHbIIUTb KOJIUYECTBO
MpeTeH3UH U CIIOPOB.

— MHCO 10012 "Cucmembl meHedxncmenma usmepeHull — TpebosaHusi kK npoyeccam usmepeHull u
usmepumesbHOMy 060pydos8aHuil0” CIAYKUT PYKOBOJCTBOM /[IJisi MeHePKMEHTa WU3MEepPUTEJbHBIX
NpOLleCCOB M METPOJIOTMYECKOTO  MOATBEPXKJEHHUS  U3MEePUTEJbHOro  060pyJOBaHMUS,
WCIOJIb3yeMbIM [JJIs1  obeclieueHHUs] M JAEMOHCTpPAllMd COOTBETCTBUSI METPOJIOTHYECKHUM
Tpe6oBaHUAM. CTaHAApT YyCTaHABJWBaeT TpPeOGOBaHUS MEHEMKMEHTA KauyecTBa B CHUCTEME
MeHe/P)KMeHTa U3MEePEHUH /1Sl BBIITOJTHEHUS] METPOJIOrHYECKUX TPe6boBaHUH.

— HCO/TO 10013 "Pykosodawue yka3aHus no OOKYMeHMUPOBAHUIO cucmem MeHedxcMeHma
Kauecmea" COJEPXKUT DPYKOBOJAIME yKa3aHUs IO pa3paboTKe U NOAJepXaHUIO B pabodyeM
COCTOSIHUM JIOKyMEHTalWH, HeoO0XOJUMOM [JJis CHUCTEMbl MeHeJ)KMEHTa KauecTBa. JTOT
TeXHUYECKUH OTYET MOXET ObITb HCIOJIb30BaH JJs JOKYMEHTHUPOBAHUS CUCTEM MEHEKMEHTA,
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OTJINYHBIX OT CUCTEM MEHE/PKMEHTA KauecTBa, HA KOTOPbIe TaKXKe PacpoCTPAHAOTCS CTaHAaPThI
MCO, Hanpumep, AJ CHCTEM 3KOJIOTUYECKOr0 MeHeIKMEeHTa WJU CHUCTEM MeHeIKMeHTa
0e30MacHOCTH.

MCO 10014 "MeHedxcmenm kavecmea — Pykoeodsujue yKa3aHus no docmuiceHuto UHAHCOBLIX U
9KOHOMUYECKUX npeumywecms” ajpecyeTcs BbICIIEMY PYKOBOACTBY. OH COZepKUT PYKOBOAsIIME
yKa3aHUS MO0 JOCTHKEHHUI0 PUHAHCOBBIX U 9KOHOMHYECKHUX NMPEUMYILECTB 32 CYET NPHUMEHEeHHUs
NPUHIMIIOB MeHe/)KMeHTa KadecTBa. OH momoraeT B paboTe MO MPUMEHEHHI0O NPUHLUIIOB
MeHe/P)KMeHTa W 00JierdyaeT BbIGOP METOJIOB M HUHCTPYMEHTANBHBIX CPEJCTB, MO3BOJISIOUIUX
06eCcnevYuThb YCTOWYMBBIN yCIleX OpraHU3alUH.

MCO 10015 "Menedxmcmenm kavecmea - Pykosodswue ykazamus no o6y4eHur" TpejJaraet
PYKOBOJAIIME YKa3aHUs, HalpaBJieHHble Ha OKa3aHHe IMOMOIIM OpraHu3alMsAM U IMOCBSIIEHbI
BONpOCaM, CBfI3aHHBIM C o6GydyeHHeM. OH MOXET NPUMEHSTHCA B JIIOOBIX CHUTyalMAX, KOrja
TpebyeTcsl PYKOBOACTBO, YTOOBI PACKPBITh COAEpKaHUE W HHTEPNPETHUPOBATb CCHLIKKA Ha
«06pa3oBaHUE» U «0OyUeHUE», UCII0JIb3yeMble B cTaHjapTax UCO, npeiHa3HaYeHHBIX JJIsI CUCTEM
MeHePKMeHTa KadecTBa. Jllo6asi cChblIKa Ha «06y4YyeHHe» BKJIIOYAEeT BCE THIIbI 00pa3oBaHUS U
NO/TOTOBKH.

HUCO/TO 10017 "Pykosodsiwjue ykazaHus NO NPUMEHEHUN cmamucmu4eckux memodos 8
coomeemcmeuu ¢ UCO 9001:2000" npenoctaBjsieT pa3bsCHEHUs] B OTHOLIEHUM CTATUCTUYECKUX
METO/I0B, IPUMEHEHHE KOTOPbIX CBSI3aHO C W3MEHYHBOCTHIO, HAOJII0laeMOH B MOBeJEHUU U B
BBIX0/]aX MPOIECCOB, JAKe B YCJOBUAX KKYIIEHCS CTAOUJIbHOCTH. CTaTUCTUYECKHE METO/Ibl
HO3BOJISIIOT JIy4llle MCI0JIb30BaTh MMEIOIIMECS JaHHble, IOMOrasi MIPUHUMATh pelleHus], U TeM
CaMbIM COZIECTBOBAaTh IMOCTOSIHHOMY YJIyYLIEHHWI0 KadyecTBY MPOAYKIMH M MPOLECCOB AJIs
JLOCTUKEHUS Y 0BJIETBOPEHHOCTH NOTPeOUTEIEN.

MCO 10018 "Menedxcmenm kauecmsa - Pykosodsiujue yKa3aHus no 808/1€4eHU0 NePCOHA/IA U e20
KoMnemeHmHocmu" COJEPKUT PYKOBOASAIIME YKa3aHWs, KOTOpPble OKa3bIBAIOT BJIMSHUE Ha
BOBJIEHEHHOCTb W KOMIIETEHTHOCTb II€pCOHaJia. Cucrema MeHeJXXMeHTa KadYeCTBa 3aBHUCHUT OT
BOBJIEYEHHOCTH KOMIIETEHTHOTO MEePCOHAJIa U OT TOTO, KAK OHU MCIOJIb3YIOTCA U HaCKOJIbKO OHU
MHTErpUpoOBaHbl B opraHusanuioo. KpaiiHe BakHO UAeHTHPULHUPOBATDh, Pa3BUBAaTh U OLlEHUBAThb
Heo6x0/lUMble 3HAaHUS, HAaBbIKY, I0BeJleH1e U pabodyio cpesy.

MCO 10019 "Pykosodswjue ykazaHusi no 8bl60pY KOHCYJIbMAHMOB N0 cucmemam MeHedicMeHma
Kauecmea U UCNO/b308AHUI0 UX yC/aye"” CHYXUT PYKOBOACTBOM IO BbIGOPY KOHCYJIbTAHTOB IO
CHCTEMaM MeHe/P)KMeHTa KauyeCTBa U UCMO0JIb30BaHUIO UX ycayr. CTaHAapT JlaeT PyKOBOACTBO IO
nponeccy oueHMBaHUA KOMIIETEHTHOCTHU KOHCYJIbTAHTOB 10 CUCT€MaM MEHeJXXMEHTa KadeCTBa U
06ecreyrMBaeT yBEPEHHOCTb B TOM, YTO MOTPEGHOCTH U OXKUJAHUS OpPraHU3alMU B OTHOLIEHUU
YCJIYT KOHCYJIbTAaHTOB 6YIyT Y/I0BJIETBOPEHBI.

MCO 19011 "Pykoeodswjue ykazaHus ho aydumy cucmem MeHeOMMeHma" CIyKUT PyKOBOJCTBOM
0 MEHEIPKMEHTY IporpaMMmbl ayauTa, N0 I[JIAaHUPOBAHHWIO W NPOBEAEHUI ayAUTa CHUCTEMBbI
MEHEe/PKMEHTA, a TAKXKe 10 KOMIIETEHTHOCTH U OlleHHBAHUIO ayZIUTOPOB U ayIUTOPCKHUX Ipynil. OH
npeaHa3dHa4yeH [AJd IpUMEeHEeHUA K ayJuTopaM, OpraHu3danudaM, BHeAPAKIHWM CUCTEMBI
MeHEe/PKMEHTA, U OpraHU3alUsiM, KOTOPbIM Tpe6yeTcsl IPOBOJUTD ayIUTOPCKHE TPOBEPKHU CUCTEM
MeHe >KMEeHTa.

Ta6suna B.1 — B3auMocCBA3b MeXAY APYTUMH MeKAYHapPOAHbBIMY CTaHAAPTAMH B 06/1aCTH
MeHeJ)KMEeHTa Ka4yeCTBa, CTAHAAPTAMHU Ha CUCTEMbI MeHeJ)KMEHTa KayecTBa U
pa3jesiamMu AaHHOTO MexxayHapoaHoro CTaHgapTa

Apyrue Pasaen ganHoro MexxayHapoaHoro CtaHaapra
MEMKAYHApOA- 4 5 6 7 8 9 10
HbIE

CTaHAAPThI

HNCO 9000 Bce Bce Bce Bce Bce Bce Bce
HNCO 9004 Bce Bce Bce Bce Bce Bce Bce
HCO 10001 8.2.2,8.5.1 [9.1.2

HCO 10002 8.2.1, 9.1.2 10.2.1
HCO 10003 9.1.2
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HCO 10004 9.1.2,9.1

MCO 10005 5.3 6.1,6.2 Bce Bce 9.1 10.2
HCO 10006 Bce Bce Bce Bce Bce Bce Bce
HCO 10007 8.5.2

MCO 10008 Bce Bce Bce Bce Bce Bce Bce
HCO 10012 7.1.5

MCO/TO 10013 7.5

HCO 10014 Bce Bce Bce Bce Bce Bce Bce
MCO 10015 7.2

MCO/T0O 10017 6.1 7.15 9.1

HCO 10018 Bce Bce Bce Bce Bce Bce Bce
HCO 10019 8.4

HCO 19011 9.2
[IPUMEYAHHUE “Bce” ykasbiBaeT Ha TO, YTO BCe MOAPa3/e/ibl B KOHKPETHOM pas/iesie JaHHOro MexXyHapoAHOro

CTaH,Z[apTa HMEIT OTHOLIEHUE K APYTUM MeXAYHAapOAHBIM CTaHAAapPTaM.
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