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Foreword

ISO (the International Organization for Standardi-
zation) is a worldwide federation of national stand-
ards bodies (ISO member bodies). The work of
preparing International Standards is normally car-
ried 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. Interna-
tional organizations, governmental and non-
governmental, in liaison with ISO, also take part in
the work. ISO collaborates closely with the Interna-
tional Electrotechnical Commission (IEC) on all
matters of electrotechnical standardization.

The procedures used to develop this document and
those intended for its further maintenance are de-
scribed in the ISO/IEC Directives, Part 1. In par-
ticular 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 develop-
ment of the document will be in the Introduction
and/or on the ISO list of patent declarations re-
ceived (see www.iso.org/patents).

Any trade name used in this document is infor-
mation 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 as-
sessment, as well as information about ISO's ad-
herence to the WTO principles in the Technical Bar-
riers 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 man-
agement and quality assurance, Subcommittee
SC2, Quality systems.

This 5t edition of ISO 9001 cancels and replaces
the 4th edition (ISO 9001:2008), which has been
technically revised, through the adoption of a re-
vised clause sequence and the adaptation of the
revised quality management principles and of new
concepts.
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NMpeaucnosue

ISO (MexayHapogHast OpraHusauusi no CraHgapTsaunn)
SIBNSIETCS BCEMUPHOW (pedepaumen HauMOHAsbHbIX opra-
HOB MO CTaHaapTu3auum (opraHoB-yneHoB ISO). Pabota
Hag MoAroToBkoM MexayHapoaHbix CTaHZapToB BbIMOs-
HSIETCS, KaK NpaBwufo, TeXHu4ecknmu kommteTamm ISO.
Kaxxapbl opraH-uneH ISO, 3aMHTEpPECOBaHHLIN B BONpOCE,
ANt KOTOPOro 6bi1 co3A4aH TEXHUYECKMI KOMUTET, UMEET
npaBo ObiTb NPeACTaBiEHHbIM B A@HHOM koMuTeTe. Mex-
[AyHapoAHble OpraHu3aumu, MpaBUTENIbCTBEHHbIE W He-
npaBUTENbCTBEHHbIE, NoAAepXMBatolWmne cBsizb ¢ ISO,
TaKKe NMpuHMMalOT y4dactve B pabote. ISO Takke TecHO
COTPYAHWYAET C MexayHapoaHON INeKTPOTEXHUYECKOM
Komuccueir (IEC), Bepetcss coBMecTHasi pabota no BcCeM
BOMPOCaM 3/1EKTPOTEXHNYECKOW CTaHAAPTM3aLMN.

Mpoueaypbl, UCnonb3oBaHHbIE NMpU pa3paboTke 3TOro Ao-
KYMEHTa W MnpeAHa3HayeHHble ANs ero AanbHeullen noa-
aepxxky, onucaHnbl B Adupektmsax ISO/IEC, Yactb 1. B
YaCTHOCTW, AOMKHbI BbITb YKa3aHbl pa3/iMyHbIE KPUTEPUU
YTBEPXKAEHUS, HEOOXOAUMbIE ANS Pa3fIMYHbIX TWUMOB AO-
KymeHTOB ISO. Hactoswmit AokyMeHT 6bin pa3paboTaH B
COOTBETCTBMU C MpaBuNaMu, U3NOXEHHbIMU B [upekTnBax
ISO/IEC, YacTb 2 (cM. www.iso.org/directives).

Ocoboe BHMMaHWE yAeNneHO TOMY, YTO HEKOTopble 3ne-
MEHTbl AAaHHOro AOKYMEHTa MOryT 4BNATbCA NPEAMETOM
naTeHTHbIX npas. ISO He foMKHa HECTU OTBETCTBEHHOCTb
3a Vl,quTVICbVIKaLl,I/I}O Kakoro-nmbo nnm Bcex TakMX MaTeHT-
HbIX Npas. ﬂ,eTaﬂM, Kacawuimecsd JIIOObIX MAaTEHTHbIX npas,
YCTaQHOBJIEHHbIE B X0A€ pa3paboTkyM OOKYMeHTa, byayT
YyKa3aHbl B pasgene BeegeHue n/unum B nnCTe NaTeHTHbIX
Aaeknapaumin ISO (cM. www.iso.org/patents).

Jliobble TOproBble Mapku, yNoMsiHyTbie B HACTOSILLEM [0-
KYMeHTe, npuBeaeHbl Ans yAobCTBa Nonb3oBaTenen u He
O3Ha4aroT ogobpeHue.

[ns pasbsiCHeHWsI 3HayeHWli ucnonb3yembix ISO cneuu-
(bryecKnx TEPMUHOB U BbIPAXXEHWN, CBA3AHHbBIX C OLIEHKON
COOTBETCTBUS, a Takxe uHdopmaumm o cobnogerumn ISO
npuHuunos BTO no TexHudeckum bGapbepam B TOpProsre
CM. www.iso.org/iso/foreword.html

OTBETCTBEHHbIM 3@ HAaCTOSALLMIA JOKYMEHT ABNsSeTCs Tex-
Huuyecknit KomuteT ISO/TC 176, MeHEMKMEHT Ka4ecTBa 1
obecrieyeHne kadecrsa, NoakomuTeT SC 2, CUCTEMbI Ka-
yecTBa.

OTa naTas peAakuus OTMEHsieT UM 3aMeHsieT 4-10 peaak-
umto (ISO 9001:2008), koTopasi NpoLia TEXHUYECKMIA
NepecMoTp, OCYLUECTBNIEHHbIN MPUHATMEM MepecMOTpeH-
HOW nocnefoBaTeNbHOCTU pa3fenoB U ajanTauuei nepe-
CMOTPEHHBIX MPUHLMMNOB MEHEKMEHTa KayecTBa U HOBbIX
KOHLLEMNLIMA.


http://www.iso.org/directives
http://www.iso.org/directives
http://www.iso.org/patents
http://www.iso.org/patents
http://www.iso.org/iso/foreword.html
http://www.iso.org/iso/foreword.html

Introduction
0.1 General

The adoption of a quality management system is a
strategic decision for an organization that can help
to improve its overall performance and provide a
sound basis for sustainable development initiatives.

The potential benefits to an organization of imple-
menting 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 speci-
fied 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 struc-
ture of this International Standard;

— the use of the specific terminology of this Inter-
national Standard within the organization.

The quality management system requirements
specified in this International Standard are com-
plementary to requirements for products and ser-
vices.

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 de-
termine the factors that could cause its processes
and its quality management system to deviate from
the planned results, to put in place preventive con-
trols to minimize negative effects and to make
maximum use of opportunities as they arise (see
Clause A.4).
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BBegeHue
0.1 O6wime nonoXxeHmnsa

MpUHATUE CUCTEMBI MEHEMKMEHTA KayecTBa SBMSETCH
CTpaTErMyeckuM peLIeHWEM OpraHu3aumun, KOTOpoe Mo-
XKET MOMOYb YNy4llUTb 06LIME pe3ynbTaTbl CBOEN Aesi-
TENBHOCTM U 0BECcneunTb MPOYHYIO OCHOBY ANA MHULMA-
TWB, HAMNPaB/IEHHbIX Ha YCTOMUYMBOE pa3BUTHE.

MoTeHUMaNbHbIMM NPeUMyLLECTBaMU ANt OpraHu3auun ot
BHEZIDEHUSI CUCTEMbI MEHEMKMEHTA KAYECTBa Ha OCHOBE
HacTosWero MexayHapoAHOro CTaHaapTa, SBMISOTCS:

a) CnocobHOCTb CTabunbHO NPeaoCTaBnAATb MPOAYKLMIO U
YCNyru, KOTOpble COOTBETCTBYIOT TPebOBaHUAM MOTpe-
buTenen U NPUMEHUMbIM 3aKOHOZATESIbHBIM U HOpMa-
TMBHbIM TPeboBaHMAM;

b) cozpaHue BO3MOXHOCTEN ANS MOBbILEHWS YAOBNETBO-
PEHHOCTU noTpebuTeneil;

C) ynpaB/iEHNE PUCKaMU U BO3MOXXHOCTSIMUM, CBSI3AHHbIMM
C €€ KOHTEKCTOM U LensiMu;

d) BO3MOXXHOCTb AEMOHCTPUPOBAaTb COOTBETCTBUE YCTAHO-
B/IEHHbIM TpeboBaHUSAM CUCTEMbl MEHeMKMeHTa Kaue-
cTBa.

HacTtoawumit MexxayHapoaHblii CTaHAapT MOXET UCMONb-
30BaTbCA BHYTPEHHMMU U BHELWLUHUMU CTOPOHAMMU.

Hactoawmit MexxayHapoaHbit CTaHAapT He npeanonaraet
HeobX0anUMOCTb:

— eauHoobpasus B CTPYKType pPas/iMyHbIX CUCTEM Me-
HeMDKMEHTa KayecTBa;

— COrflacoBaHMs JOKYMEHTaLUMM CO CTPYKTYpPOW pa3aenos
HacToswwero MexayHapoaHoro CTaHaapTa;

— WCNONb30BaHMs CreunanbHON TEPMUHONOMMI HacTos -
wero MexayHapoaHoro CTaHaapTa B opraHv3aumu.

TpeboBaHMst K CUCTEME MEHEMXMEHTa KayecTBa, YCTaHo-
B/IEHHbIE B HacTosleM MexayHapoaHoM CTaHaapTe, siB-
NAOTCA AOMNONHUTENBHBIMU K TPe6OBaHUAM K MpoAyKLMK
W ycnyram.

HacToswmit MexxayHapoaHbiii CTaHAapT MCMOSb3yeT Npo-
LIECCHbIN MOAX0A, KOTOPbIA BKIOYAET UMKN «[naHupyi-
BbinonHsin-NMposepsii-Aevicteyit» (PDCA), U pUCK-OpUEH-
TUPOBAHHOE MbILLSIEHUE.

npoueCCHblﬁ noaxoa no3BOJIAET OpraHun3aunn nnaHUpoO-
BaTb CBOM NpouUeCChbl N UX B3auMMoAencTBume.

Peanuzaums umkna PDCA nosBonsieT opraHusaumm obec-
neuynTb CBOWM Mpoueccbl HeobxoaAMMbIMU pecypcamn, OCy-
LWeCTBNATb UX MEHeMKMEHT, onpeaensTb W peanv30Bbl-
BaTb BO3MOXHOCTU ANS YNyyLIEeHUs.

PUCK-OpPVEHTUPOBAHHOE MbiLUNIEHWE MO3BOJISIET OpraHu3a-
UMM onpeaensTb akTopbl, KOTOpble MOryT MPUBECTM K
OTK/TIOHEHUIO NPOLIECCOB M CUCTEMbI MEHEMKMEHTA Kaue-
CTBa OT 3annaHMpOBaHHbIX Pe3y/bTaToB, @ TakXe YCTaHo-
BUTb Mpeaynpexzatowme MeponpusTvus ans MUHUMU3a-
LMW HeraTUBHbLIX NOCNEACTBUIA MU MaKCMMasibHOro MUCMofb-
30BaHuWsi BO3HUKAIOLWMX BO3MOXHOCTEN (pa3aen 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 correc-
tion and continual improvement, such as break-
through change, innovation and re-organization.

In this International Standard, the following verbal
forms are used:

Ill

— “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 require-
ment.

0.2 Quality management principles

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

The quality management principles are:

— customer focus;

— leadership;

— engagement of people;

— process approach;

— improvement;

— evidence-based decision making;

— relationship management.

0.3 Process approach
0.3.1 General

This International Standard promotes the adoption
of a process approach when developing, imple-
menting and improving the effectiveness of a quali-
ty management system, to enhance customer sat-
isfaction by meeting customer requirements. Spe-
cific requirements considered essential to the adop-
tion of a process approach are included in 4.4.

Understanding and managing interrelated pro-
cesses as a system contributes to the organiza-
tion’s effectiveness and efficiency in achieving its
intended results. This approach enables the organi-
zation to control the interrelationships and interde-
pendencies among the processes of the system, so
that the overall performance of the organization
can be enhanced.
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MocnenoBaTeNbHOE BbINOJIHEHWE TpeboBaHWUI 1 ynpasne-
HWe 6yayLmMMM NOTPEBHOCTAMU U OXXMAAHUSIMA B YCITOBM-
AX Bce 6onee AMHAaMUYHOM U CNOXHOW Cpefibl CTaBUT ne-
pel opraHMsauuen CroXHble 3afauv. Ons AOCTUXKEHUS
3TOW LENM OpraHu3auMsi MOXET CYECTb HEOBXOAUMbIM
NPUHSATbL pasnnyHble HOPMbl YIYULIEHWSI B JOMOSNHEHME K
KOPPEKLIMK 1 MOCTOSHHOMY YNyULIEHWIO, HanpuMep, Takue
KaK MpOpbIBHOE MU3MEHEHWE, NHHOBALMSA U/IM peopraHn3a-
ums.

B HacTosiieM MexayHapoaHoM CTaHaapTe UCMOSb3yoTcs
cneayoLme rnarofbHble GopMbi:

— «JIO/DKHO» YKa3blBaeT Ha TpeboBaHUe;

— «CnepyeT» yKasblBaeT Ha PEKOMEHAAUMIO;

— «MOrN0 6bl» YKa3bIBAET Ha Pa3peLIEHNE;

— «MOXXET» YKa3blBaET Ha CMOCO6HOCTb, BO3MOXHOCTb.

NHdopmauns, obo3HaveHHas kak «lpyMeyaHue», HOCUT
XapaKTep MEeTOAMYECKMX YKasaHWi Ans MOHUMaHWUS Wu
pa3bsiCHEHUSI COOTBETCTBYIOLLEro TpeboBaHus.

0.2 MpuHUMNbI MEHEeMKMEHTa KayecTBa

HacTosiwwmit MexayHapoaHbiii CTaHAapT OCHOBaH Ha MpuH-
uMnax MeHedKMeHTa KayecTBa, ykasaHHbix B ISO 9000.
OnwucaHve BKIOYAET GOPMYIMPOBKY KaXJoro npuHUMNa,
1 0B6OCHOBaHWE, NOYEMY NMPUHLMM BaXXeH A OpraHu3a-
UMK, @ TaKKe HEKOTOpble MPUMEPbl BbIFOA, CBS3aHHbIX C
MPUHLUMMOM, 1 NPUMEPbI TUMWUYHBLIX AENCTBUIA MO yny4lue-
HUIO pe3yNbTaToB AEeSTeNbHOCTU OpraHusauuMu npu npu-
MEHEHUW NpUHLMNA.

MpUHUMMBLI MEHEOXXMEHTA KayecTBa:

— OpUWEHTALMS Ha noTpebutens;

— NNAEpPCTBO;

— BOBJIEYEHMWE NEPCOHANa;

— NPOLIECCHbIV Noaxop;

— YNyuLLEHWUE;

— MNPVHATUE PELLIEHWNIA, OCHOBaHHbIX Ha CBUAETENLCTBAX;
— MEHEeXMEHT B3aMOOTHOLLEHWN.

0.3 MpoueccHblit noaxon
0.3.1 O6wmne nonoxxeHus

Hactoawmit  MexayHapoaHbit  CTaHaapT crnocobcTByeT
MPUMEHEHNIO «MPOLIECCHOrO noaxozda» Mpu paspaboTke,
BHEZPEHUN U YNYULIEHUN pe3ynbTaTUBHOCTU CUCTEMbI Me-
HeMPKMEHTa KayecTBa ANS MOBLIWEHUS YAOBETBOPEHHO-
CTM noTpebuTteneil nyTeM BbINMOSHEHWS UX TpeboBaHWi.
KoHkpeTHble TpeboBaHwusl, MPU3HaHHbIE BaXKHbIMU [/15 BHE-
[PEeHUs MPOLIECCHOr0 NoAXoAa, BKOYeHb! B pasaen 4.4.

lMoHMMaHMe 1 ocyllecTBieHne MeHeIKMEHTa B3avMOCBS-
3aHHbIX MPOLECCOB KaK CUCTEMON CMOCOBCTBYET pe3yrib-
TATUBHOCTM U 3@PEKTUBHOCTU OpraHM3aumn B AOCTUXKE-
HUM CBOMX OXWAAEMbIX pe3ynbTaToB. JTOT Moaxon Mnos3-
BOMISIET OpraHnsauMun ynpasnsTb B3avMOCBA3SMU U B3au-
MO3aBMCMMOCTSIMW MeXAY MpoLeccaMn CUCTEMbI, TakK YTo
oblme pesynbTaTtbl AEATENbHOCTM OpraHu3aumMu MoryT
6bITb YNy4LlEHbI.



The process approach involves the systematic defi-
nition 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.

The application of the process approach in a quality
management system enables:

a) understanding and consistency in meeting re-
quirements;

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

c) the achievement of effective process perfor-
mance;

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

Figure 1 gives a schematic representation of any
process and shows the interaction of its elements.
The monitoring and measuring checkpoints, which
are necessary for control, are specific to each pro-
cess and will vary depending on the related risks.
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MpoueccHbI NOAX0A BKIOYAET B cebs cucTeMaTUyeckoe
onpegeneHve M MeHemXMEeHT NpoueccoB M MX B3auWMO-
[ENCTBUA TaK, YyToObl AOCTMraTb HaMeYeHHbIX pe3yrbTa-
TOB B COOTBETCTBUM C MOSIMTUKOM B 06MacTi KayecTtsa M
CTpaTervein pasBuTUsl OpraHusaunn. YnpaereHue npoue-
CcaMy M CUCTEMOM KaK eaMHOro LEenoro MoXeT 6biTb f0-
CTUrHYTO nNpu wmcnonb3oBaHun umkna PDCA (cm. 0.3.2)
COBMECTHO C 0CO6bIM BHMMaHMEM K PUCK-OPUEHTMPOBAH-
HOMy MbiwneHuto (cM. 0.3.3), HaueneHHbIX Ha UCNOoMb30-
BaHWe BO3MOXHOCTEN W MpeaoTBpalleHVe HeXxenaTesb-
HbIX pe3y/ibTaToB.

lNpuMeHeHne nNpoueccHOro MoAaxoAa B CUCTEME MeHeaX-
MEHTa KayecTBa CcnocobCcTByeT:

a) NMOHWMAaHWIO N COrMIACOBAHMIO NPU BbINOMHEHWUMN Tpebo-
BaHWI;

b) paccMoTpeHmio npoueccos € ToOYkM 3peHns aobasne-
HUS UMW LLEHHOCTMU;

C) AOCTMXEHWUIO pe3ynbTaTUBHOro (hyHKLUMOHNPOBaHUS
NpoLeccos;

d) yny4dweHunio NPoLEeCcCcoB Ha OCHOBE OLEHKW AaHHbIX U
nHopMaLmmn.

PucyHok 1 paeT cxemaTMyHOe npeacTaBfieHne moboro

npouecca M MOKa3blBaeT B3aUMOCBSA3b SNEMEHTOB MNpO-

uecca. MOHUTOPUHI M M3MEpPEHME KOHTPOSbHbIX TOYeK,

HeobxoaMMbIX ANa ynpasneHusl, SBAsoTCa cneunduyec-

KUMWM ANS KaXKAoro npouecca u 6yayT BapbupoBaThCs B

33aBUCMMOCTM OT COOTBETCTBYIOLLUMX PUCKOB.
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PE3YIbTIATOB ASATECIIBHOCTH

Figure 1 — Schematic representation of the ele-
ments of a single process
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PucyHok 1 — CxeMaTHuHOe NnpeacTaB/ieHNue 3/IEMEHTOB
npouecca




0.3.2 Plan-Do-Check-Act cycle 0.3.2 Uuxkn Nnauunpyi-BoinonHsai-NMposepsii-
Dewncreyit (PDCA)

The PDCA cycle can be applied to all processes and  Liukn PDCA MOXeT 6bITb MpMMEHEH K NtoboMy npoueccy u

to the quality management system as a whole. K CMCTEME MEHEeMKMEHTA KayecTBa B LeJIoM.
Figure 2 illustrates how Clauses 4 to 10 can be PucyHok 2 nnntoctpupyeT Kak pasgenst 4 - 10 moryT 6biTb
grouped in relation to the PDCA cycle. CrpynnMpoBaHbl B COOTBETCTBUM C UmkIoM PDCA.

> CHrcreMa MeHeKMeHTa KauecTBa (4) \
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Note: Numbers in brackets refer to the clauses in this International Standard
MpuMeyaHne: HoMepa B ckobkax COOTBETCTBYIOT pasaenaM HacTosiwero MexxayHapoaHoro CtaHaapTa

Figure 2 — Representation of the structure of this PucyHok 2 — lNMpeacraBsieHne CTPYKTYpbl HacTosiLero
International Standard in the PDCA cycle MexayHapoaHoro Crangapra B unkne PDCA

The PDCA cycle can be briefly described as follows:  Liukn PDCA MOXeT KpaTKO onucaTb CrieayowmnM obpa3om:

— Plan: establish the objectives of the system and — MnaHupy#: yCTaHOBUTL LiEeNM CUCTEMBI M €& mpoLuec-
its processes, and the resources needed to deliver COB, @ TaKXe pecypcbl, HeobxoanMble AN AOCTVKEHUS
results in accordance with customers’ requirements pe3ynbTaToB B COOTBETCTBMM C TpeboBaHWAMM MoTpe-
and the organization’s policies; 6uTenen n NOMTUKaMM OpraHu3aLmm.

— Do: implement what was planned; — BbINONHAN: BbINO/IHUTL 3aMn/laHUPOBaHHOE.

— Check: monitor and (where applicable) mea- — MNpoBepsii: oTcnexunsaTe U (rae NPUMEHUMO) U3Me-
sure processes and the resulting products and ser- pSATb MpoUeccsl W pe3ynbTUPYIOLWYI0 MpoayKUMio Wt
vices against policies, objectives and requirements yCnyrun B CpaBHEHMW C MONUTUKaMK, Lensimu, Tpebosa-
and report the results; HUAMM M MHDOPMUPOBATL O pe3yfbTaTax.

— Act: take actions to improve performance, as — [leiAcTBYWi: npeanpuHMMaTb, Mpyu Heo6X0AMMOCTH,
necessary. [EWCTBUS MO YYYLEHMWIO Pe3yNbTaToB AEATENIbHOCTY.
0.3.3 Risk-based thinking 0.3.3 Puck-opuMeHTUpOBaHHOE MbILLJIEHNE

Risk-based thinking (see Clause A.4) is essential for Puck-opneHTUpoBaHHOe MbiwneHue (cM. pasgen A.4)
achieving an effective quality management system. Heo6xoauMO Ansi pe3ynbTaTUBHOW CUCTEMbI MEHEMKMEHTA
IS0 9001:2015 8



The concept of risk-based thinking has been implic-
it in previous editions of this International Standard
including, for example, carrying out preventive ac-
tion to eliminate potential nonconformities, analyz-
ing 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 Interna-
tional Standard, an organization needs to plan and
implement actions to address risks and opportuni-
ties. Addressing both risks and opportunities estab-
lishes 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 ex-
ample, a set of circumstances that allow the organ-
ization 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 opportuni-
ties.

0.4 Relationship with other management
system standards

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

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

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

— ISO 9000 Quality management systems — Fun-
damentals and vocabulary provides essential
background for the proper understanding and
implementation of this International Standard;

— ISO 9004 Managing for the sustained success of
an organization — A quality management ap-
proach 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.
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KayecTBa. KoHUenuus puUcK-OpUEHTUPOBAHHOMO Mbillfie-
HUSI NoZpasyMeBanachk B NpeablayLleil Bepcumn HacTosiLe-
ro MexpayHapogHoro CraHgapTa, BKlo4Yasi, HanpuMmep,
BbINOSIHEHWE Npeaynpexaalomnx AeUCTBUIA ANs yCTpaHe-
HMSI MOTEHUMASIbHBIX HECOOTBETCTBUWA, aHanM3 JobbIx
HECOOTBETCTBMIA, KOTOPbLIE MOMYT BO3HUKHYTb, U MPUHSITHE
Mep MO MpefoTBpaLlEeHUIo UX NMOBTOPEHUS, COOTBETCTBY-
OLLMX NOCNEeACTBUSAM HECOOTBETCTBMS.

UTobbl COOTBETCTBOBATb TPEGOBaAHMAM HacToslero Mex-
AyHapoaHoro CTaHaapTa opraHusaumMu HeobxoauMo nna-
HMPOBaTb W BHEAPSATb AEUCTBUS AN YNpaBneHUs pucka-
MW U BO3MOXHOCTSIMW. YMpaBfieHME pUCKaMu U BO3MOX-
HOCTSIMM CO3[@eT OCHOBY AJiSi MOBbILEHUS Pe3yNbTaTUB-
HOCTM CUCTEMbl MEHEKMEHTa KayecTBa, AOCTVKEHWUS
YNYULIEHHbIX Pe3ynbTaToOB U MpeaoTBpalleHue Hebnaro-
NPUATHBLIX NOCNEACTBUNA.

BO3MOXXHOCTM MOryT BO3HMKHYTb B CMTyauun, 6naronpu-
ATHOW AN AOCTUXKEHMSI OXKMAAEMOro pe3ynbTaTta, Hanpu-
Mep, COBOKYMHOCTb OBCTOSITENBLCTB, MO3BONSIOWMX Opra-
HM3auMK NpuBneKkaTb NoTpebutenei, paspabaTtbiBaTb HO-
BYIO MPOAYKUMIO U YCNyrK, COKpallaTtb NOTEPU MW MOBbI-
WaTb MPOM3BOAUTENBHOCTb. [EeNCTBUS ANS ynpaBrieHus!
BO3MOXHOCTSIMM MOMyT TakXe BK/Io4aTb PacCMOTpeHue
CBSAA3aHHbIX C HUMW PUCKOB. PucKk siBNsieTcs nocneacrtsnem
HeorpegeneHHocTn, 1 nmobas Takas HeonpeaeneHHOCTb
MOXeT MMETb MONOXMUTENbHbIE WM OTpUUATESbHbIE MO-
cnepctams. NMonoxutensHoe OTKIOHEHNE, BbITEKAlOLEE M3
p1CKa, MOXeT co34aTb BO3MOXHOCTb, HO HE BCE MOJIOXM-
TeNbHble NOCNeACTBUS pUCKa NPUBOAAT K BO3MOXKHOCTSIM.

0.4 BzanMocBsi3b C AAPYrMMM CTaHAapTaMM CUCTEM
MeHeMKMEeHTa

B Hactosiwem MexayHapogHoM CraHaapTe npuMeHeHa
CTpyKTYpa, pa3paboTaHHas ISO ans ynydweHus corna-
COBAHHOCTU Mexay cBouMu MexayHapoaHbiMu CTaHgap-
TaMn cUCTeM MeHemKMeHTa (CM. pasgen A.1).

Hactoawmit MexayHapoaHblit CTaHaapT Mo3BOASIET opra-
HM3aLUMM NPUMEHSTb MPOLECCHBIN MOAX0A B COYETAHWUM C
unknom PDCA © pUCK-OPUEHTUPOBAHHbLIM MblLLSIEHNEM
A1 COTMacoBaHUSi UM MHTErpaummM CBOE CUCTEMbI Me-
HeKMeHTa KayecTBa C TpeboBaHMsSIMM ApYyrux CTaHaap-
TOB CUCTEM MEHEeKMEHTa.

Hactoawmin MexayHapoaHbii CTaHaapT CBsi3aH CO CTaH-
gaptamm MICO 9000 1 UCO 9004 cnepytowmm obpasom:

— ISO 9000 «CncrteMbl MeHemkMeHTa Kadectsa. OCHOB-
Hble NOJSIOXKEHWNS U CNIOBapb» CO3AAET BaXKHYK OCHOBY
ONs Hagnexawlero NMoHMMaHusl U BHeAPEeHUS! HACcTos-
wero MexayHapogHoro CtaHaapTa;

— ISO 9004 «MeHemKMeHT AN AOCTUXEHUS YCTONYMBO-
ro ycnexa opraHmsaumm — [logxo4 Ha OCHOBe Me-
HePKMeHTa KadecTBa» [aeT PyKOBOACTBO OpraHusa-
LMSIM, CTPEMSILUMMCS NPEeB30UTM TpeboBaHMSI HacTos-
wero MexxayHapogHoro CrtaHgapTa.

MpunoxxeHne B coaepXuT ceegeHus o apyrnx MexayHa-
poaHbix CTaHaapTax B 061acT MeHeIKMEeHTa KavecTBa U
Ha CUCTEMbl MeHeMKMeHTa Ka4yecTBa, KOTopble bbinn pas-
paboTtaHbl ISO/TC 176.



This International Standard does not include re-
quirements specific to other management systems,
such as those for environmental management, oc-
cupational health and safety management, or fi-
nancial management.

Sector-specific quality management system stand-
ards based on the requirements of this Interna-
tional Standard have been developed for a number
of sectors. Some of these standards specify addi-
tional quality management system requirements,
while others are limited to providing guidance to
the application of this International Standard within
the particular sector.

A matrix showing the correlation between the
clauses of this edition of this International Standard
and the previous edition (ISO 9001:2008) can be
found on the ISO/TC 176/SC 2 open access web
site at: www.iso.org/tc176/sc02/public.
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Hactoswmii  MexayHapoaHbii CTaHAapT He COAEPXMUT
KOHKPETHbIX TpeboBaHMN K ApYrM CUCTEMAM MeHeK-
MEHTa, TakMM KaK 3KOJIOrMYECKUA MEHEMKMEHT, MEHEMX-
MEHT NpodeCccroHanbHOro 340poBba U 6€30MacHOCTM MK
(DMHAHCOBbI MEHEKMEHT.

OTpacneBble CTaHAaApTbl CUCTEM MEHEMKMEHTA KayecTBa
paspaboTaHbl AN1s psiaa oTpacien Ha OCHoBe TpeboBaHMiA
HacToswero MexayHapogHoro CraHaapTa. HekoTopble 3
3TWX CTaHAApPTOB YCTaHaBMBAOT AOMNOSIHATENbHbIE Tpe-
60BaHMsl K CUCTEME MEHEMKMEHTa KayecTBa, B TO BpeMs
KaK [ApyrMe OrpaHu4mMBaloTCs NpPEeAoCTaB/IEHNEM PYKO-
BOAALLUMX YK@3aHWUI MO NPUMEHEHMIO HacToslero Mexay-
HapoaHoro CTaHaapTa B paMKax KOHKPETHOM OTpacsiu.

MaTpyua, nokasblBalolWass COOTBETCTBME  pa3desnoB
HacTosLero MexayHapoaHoro CtaHaapTa v npeaplayuiei
Bepcum (ISO 9001:2008), pa3meweHa B OTKPbITOM
JocTyne Ha Beb-caiite komutera ISO/TC 176/SC 2
(www.iso.org/tc176/sc02/public).

10


http://www.iso.org/tc176/sc02/public
http://www.iso.org/tc176/sc02/public

IS0 9001:2015

Quality management systems —
Requirements with guidance for use

1 Scope

This International Standard specifies require-
ments for a Quality management system where
an organization:

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

b) aims to enhance customer satisfaction through
the effective application of the system, includ-
ing processes for continual improvement of
the system and the assurance of conformity to
customer and applicable statutory and regula-
tory requirements.

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

NOTE 1 In this International Standard, the terms
“product” or “service” only apply to products and ser-
vices 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 refe-
rences, only the edition cited applies. For undated
references, the latest edition of the referenced
document (including any amendments) applies.

IS0 9000:2015, Quality management systems —
Fundamentals and vocabulary

3 Terms and definitions

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

4 Context of the organization

4.1 Understanding the organization and its
context

150 9001:2015

CucrteMbl MEHe)XMeHTa KauecTBa — Tpe6o-
BaHMSA U PYKOBOACTBA MO UCNOJIb30BaHUIO

1 O6nacTb NnpuMeHeHun

Hactoswmit MexayHapoaHbit CTaHaapT YCTaHaBNMBAET
TpeboBaHMS K CUCTEME MEHEMKMEHTa, Koraa opraHusa-
ums:

a) HykzaeTcs B [EMOHCTpauMu CBOel CrnocobHOCTM
HEM3MEHHO MOCTaBNSATb MPOAYKUMIO M YCNIyru, oTBe-
yatowme TpeboBaHMAM MOTpebutTens M NPUMEHUMbIM
3aKoHoAaTeNIbHbIM 1 HOPMATUBHbLIM Tpe6OBaHI/IﬂM, n

b) HaueneHa Ha pocT yAOBNETBOPEHHOCTU MOTpedbuUTEns
MOCPeACTBOM Pe3y/ibTaTMBHOIO MPUMEHEHUSI CUCTe-
Mbl, BK/IlO4as MpoLecchl Ang HEMnpepbiBHOrO yry4llie-
HMS1 CUCTEMbI M FapaHTMIO COOTBETCTBUS TpeboBaHMsIM
noTpebutenss M MNPUMEHUMBIM 3aKOHOAATENIbHbIM U
HOPMAaTUBHbIM Tpe6OBaHVIFIM.

Bce TpeboBaHusl HacTosiwero MexayHapoaHoro CrtaHaap-
Ta SBASAOTCS 06WMMKM M NpefaHa3HadeHbl Ans npuMeHe-
HMS B NtOBOM OpraHM3auMn HEe3aBUCMMO OT €€ Tuna unu
pasMepa, WM MoCTaBIsSIEMON NPOAYKUMM M NpeaocTaBs-
€MbIX YCyT.

NMPUMEYAHME 1 B HacTosiweMm MexayHapooHOM CTaHAapTe,
TEPMUHBI «NPOAYKUMA» UAN «YCNyra» OTHOCATCS TOSbKO K Mpo-
AyKUMM W ycnyraMm, npegHasHaveHHblM ans notpeburens, wam
TpebyeMbiM UM.

MPUMEYAHUE 2 3akoHogaTenbHble M HoOpMaTuBHble Tpebo-
BaHUS MOryT 6bITb 06beAnHEHbl TEPMUHOM «MpaBoBble Tpebo-
BaHWS».

2 HopMaTuBHbIE CCbUJIKM

Cnepytolime AOKYMEHTbI, MOMHOCTBIO MM YaCTUYHO, SB-
NATCA HOPMATMBHBLIMW CCbIIKAMU ANS 3TOr0 JOKYMEHTa
1 HeobxoauMbl ANs ero npuMeHeHus. Jns AaTMpOBaHHbIX
CCbINOK MPUMEHSIETCA TOMIbKO YKa3aHHas Bepcus. [ns
HeJaTUPOBaHHbIX CCbITOK MPUMEHSIETCS NOCnedHss Bep-
CUS CCbITOYHOMO AOKYMeHTa (BK/oYas ntobble nonpasku).

ISO 9000:2015 ChcreMa MeHeM MeHTa KavecTsa. Oc-
HOBHBIE ITOJIOKEHNS 1 C/IOBAPb.

3 TepMuHbI U onpeaesieHnn

[ns uenei HacTosIWEro AOKYMEHTa NPUMEHSIIOTCS Tep-
MUHbI U onpefeneHns, npueeaeHHble B 1ISO 9000:2015.

4 KOHTeKCT opraH13aLum

4.1 NoHnMaHMe opraHM3aLmmn u eé KOHTEKCTa
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The organization shall determine external and
internal issues that are relevant to its purpose
and its strategic direction and that affect its abil-
ity to achieve the intended result(s) of its quality
management system.

The organization shall monitor and review infor-
mation about these external and internal issues.

NOTE 1 Issues can include positive and negative fac-
tors 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, nation-
al, regional or local.

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

4.2 Understanding the needs and expecta-
tions of interested parties

Due to their effect or potential effect on the or-
ganization’s ability to consistently provide prod-
ucts and services that meet customer and appli-
cable 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 infor-
mation about these interested parties and their
relevant requirements.

4.3 Determining the scope of the quality
management system

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

When determining this scope, the organization
shall consider:

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

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

¢) the products and services of the organization.

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

The scope of the organization’s quality manage-
ment 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
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OpraHusauusi Ao/mKHa onpeaennTb BHELLIHWME U BHYTPEH-
HVWe aKTopbl, KOTOpPbIE CYLIECTBEHHbI ANS €e Lenen u
CTpaTerMyeckoro HamnpaBfeHUsi, U KOTOpble BAMSIOT Ha
CNoCcobHOCTb €€ CUCTEMbI MeHeMKMEHTa KayecTBa AOCTU-
ratb HameuyeHHoro(bix) pesynbTtaTta(oB).

OpraHu3aums go/hkHa NpoBOAUTb MOHUTOPWMHI U aHanu3
nHdopMauum 06 3TUX BHEWHUX N BHYTPEHHUX (haKTopax.

MpvMeyaHne 1 dakTopbl MOryT BK/OYaTb MOMOXWUTESNbHBIE U
oTpuuaTesnibHble hakTopbl MW YCOBUS [l paCCMOTPEHUS.

MNpumeyaHne 2 TOHUMAHWUIO BHELIHEro KOHTEKCTa MOXEeT Cro-
CcobCTBOBaTb paccMOTpeHMe (hakTOpOB, OTHOCSLUMXCS K NpaBo-
BOW, TEXHONIOMMYECKOM, KYNbTYPHON, COLMANbHOM M 3KOHOMMYE-
CKoi 06bnacTsiM, K cdepe KOHKYPEHLUMM U pblHKa, Ha MexayHa-
POAHOM, HaLUMOHANbHOM, PErMOHANIbHOM MM MECTHOM YPOBHE.

MpumMeyaHue 3 MOHMMaHWUIO BHYTPEHHErO KOHTEKCTa MOXET Cro-
CO6CTBOBaTL paccMOTpeHMe (hakTOpOB, CBSA3AHHLIX C LEEHHOCTSI-
MW, KyNbTYpPOW 3HaHUI U pe3yNbTaTaMu paboTbl OpraHU3aLmu.

4.2 MoHnMaHne NoTpe6HOCTel U OXKUAAHUN 3aUH-
TepecoBaHHbIX CTOPOH

B cuny cBOEro BAMSIHUSI UM MOTEHUMANbHOrO BAWUSIHUS
Ha CroCOBHOCTb OpraHM3auuM HEU3MEHHO TMOCTaBsATb
NPOAYKUMIO M YC/yr1, COOTBETCTBYHOLWME TpeboBaHUAM
noTpebuTens, 3akoHOAATENbHbIM U HOPMATMBHBLIM Tpebo-
BaHMSM OpraHu3aums Ao/MKHA ONpeaeuTh:

a) 3aMHTEepecoBaHHbIE CTOPOHbI, KOTOpblE MUMEIOT OTHO-
LUEHME K CUCTEME MEHEMPDKMEHTA KAuecTBa;

b) TpeboBaHusa 3TMX 3aMHTEpPeCcOBaHHbLIX CTOPOH, KOTO-
pble MMEIOT OTHOLWIEHME K CUCTEME MEHEMKMEHTa Ka-
yecTBa.

OpraHu3aums Ao/MKHA OCYLLECTBAATb MOHUTOPUHI U aHa-
nu3 nHdopmaumm 06 3TUX 3anHTEepeCcoBaHHbIX CTOPOHAX U
UX CYLLECTBEHHbIX TpeboBaHMAX.

4.3 OnpepeneHune 061acTM NpMMEHEHUs1 CUCTEMbI
MeHe[)KMEHTa KayecTBa

OpraHu3auus AoMXHa onpeaenvTb rpaHuLbl U NPUMEHN-
MOCTb CUCTEMbI MEHEMKMEHTA KauecTBa Ans Toro, Ytobsbl
YCTaHOBWTb €€ 061acTb NPUMEHEHMUS.

Mpy onpeaeneHun 3Toi 06MacTM, OpraHM3auMst AO/HKHA
paccMaTpuBaTh:

@) BHELUHWE U BHYTPEHHWE (aKTopbl, YNOMSHYTbIE B
4.1;

b) TpeboBaHuMs COOTBETCTBYIOWMX 3aMHTEPECOBAHHbIX
CTOPOH, YNOMSIHYTbIX B 4.2;

C) NPOAYKUMIO 1 YCITYT OpraHn3auun.

OpraHusaums [O/MKHA NpUMeHsTb Bce TpeboBaHus
HacTosiwero MexayHapoaHoro CtaHgapTa, ecnu 3Tu Tpe-
60BaHWs NMPUMEHMMbI B paMKax yCTaHOBSIEHHOW obnactu
NpYMeHeHns eé CUCTEMbl MEHEePKMEHTA KayecTBa.

O6nactb NPUMEHEHUS CUCTEMbl MeHedXXMeHTa KayecTBa
opraHusaummn gosmkHa 6bITb 4OCTYMNHA M NOAAEPXKUBATLCS
Kak AOKYMeHTMpoBaHHas umHdopmaumsa. Obnactb npume-
HEHWUA [O/HKHA YKasblBaTb OXBaTblBaeMble BUAbI MPOAYK-
UMM u ycnyr U aaeaTtb 0H6OCHOBaHWE ANS UCKTIOYEHUS
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International Standard that the organization de-
termines is not applicable to the scope of its qual-
ity management system.

Conformity to this International Standard may
only be claimed if the requirements determined
as not being applicable do not affect the organi-
zation’s ability or responsibility to ensure the con-
formity of its products and services and the en-
hancement of customer satisfaction.

4.4 Quality management system and its
processes

4.4.1 The organization shall establish, imple-
ment, 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;

¢) determine and apply the criteria and methods
(including monitoring, measurements and re-
lated performance indicators) needed to en-
sure the effective operation and control of
these processes;

d) determine the resources needed for these pro-
cesses and ensure their availability;

e) assign the responsibilities and authorities for
these processes;

f) address the risks and opportunities as deter-
mined in accordance with the requirements of
6.1;

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

h) improve the processes and the quality man-
agement system.

4.4.2 To the extent necessary, the organization

shall:

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

b) retain documented information to have confi-
dence that the processes are being carried out
as planned.

5 Leadership
5.1 Leadership and commitment
5.1.1 General
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noboro TpeboBaHUs HacTosiero MexayHapoaHoro CTaH-
[1apTa, KOTOPOE OHa OMpeaenuna Kak HeMmpMMeHMMoe K ee
06/1aCTU NPUMEHEHUSI CUCTEMbI MEHEPKMEHTA KayecTBa.

CooTBeTcTBME TpeboBaHWsSM HacTosiwero MexayHapoa-
Horo CTaHZapTa MOXeT 6biTb 3asiB/IEHO TOJIbKO, €C/u
TpeboBaHus, OnpeaeneHHble Kak HEernpuMEHUMble, He
BIMSIIOT HA CMNOCOBHOCTb M/IM OTBETCTBEHHOCTb OpraHu-
3aumM obecneurBaTb COOTBETCTBME CBOEW MPOAYKUUM U
YCNyr 1 NOBbILLEHWE YAO0BIETBOPEHHOCTU NOTpe6uTenei.

4.4 CncreMa MeHe)XMEHTa KayecTBa u eé npouec-
Cbl

4.4.1 OpraHu3aums [O/MKHA YCTAHOBUTb, BHEAPWUTD,
noaaepXuBatb W MOCTOSIHHO yAydwaTb CUCTEMY Me-
HeMKMEHTa KayecTBa, BKJIOYasi HeObXxoauMble NpoLecchl
N MX B3aMMOAENCTBWS, B COOTBETCTBMM C TPebOBaHMSAMU
HacTosiwero MexayHapogHoro CtaHaapTa.

OpraHvsaums Jo/hKHa OMpeaenuTb Mpouecchl, Heobxo-
OUMble NS CUCTEMbI MEHEMMKMEHTa KayecTBa, U X npu-
MEHEHME B OpraHn3aLmu, a TakxKe J10/KHA:

a) onpegensTb TpebyeMble BXOAbl U OXMAAEMbIE BbIXOAbI
3TWX NPOLIECCOB;

b) onpenensitb nocneaoBaTeNbHOCTL M B3aMMoAeNCTBUE
3TWX NPOLIECCOB;

C) onpeaensTb U MPUMEHATb KPUTEPUM U METOAbI (BKITHO-
Yyasi MOHUTOPWHI, U3MEPEHUSI U COOTBETCTBYIOLWME MO~
Ka3aTenu pe3ynbTaToB AesATeNbHOCTU), HeobxoamMble
ans obecneveHus pesynbTaTUBHOMO PyHKUMOHUPOBA-
HUS 3TUX NPOLIECCOB W YrpaBneHns uMu;

d) ycTaHOBUTb pecypchl, HeobxoamMble s 3TUX npoLec-
CoB, 1 obecneynTb UX Hannuue;

e) pacnpeaendaTtb OTBETCTBEHHOCTU U MOJIHOMOYMA B OT-
HOLLIEHNN 3TUX NPOLIECCOB,

f) ynpaBnsTb puUckaMu M BO3MOXHOCTSIMM, Kak onpege-
NEHO B COOTBETCTBMM C TpeboBaHuAMKM pasgena
6.1;

g) oUeHMBaTb 3TU NpoLEeCcChl U BHeAPATb Nobblie n3MeHe-
HUSl, HeobxoamMble Ans obecrneyeHms TOro, YTo 3TU
MpoLecChl AOCTUraOT HaMeYeHHbIX pe3ysbTaToB;

h) ynyywaTb npoueccsl U CUCTEMY MEHEMKMEHTa Kaye-
CTBa.

4.4.2 OpraHu3aums aomkHa B Heobxoanmom obbeme:

Q) NoaaepXuBaTb AOKYMEHTUPOBAHHYO WHOpMaLmio
Ana obecneyeHns dYHKLUMOHUPOBAHUS NPOLIECCOB;

b) coxpaHaTb AOKYMEHTUpPOBaHHYIO WHQOpMaumio Ans
obecneyeHnss YBEpEHHOCTU B TOM, YTO 3TW NpOLECChI
(PYHKUMOHMPYIOT Tak, Kak 3To 6bin0 3annaHnMpoBaHo.

5 JinpepcrBo
5.1 JiuaepcTBO U NPUBEPIKEHHOCTb

5.1.1 O6wme nonoXxeHmnsa
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Top management shall demonstrate leadership
and commitment with respect to the quality man-
agement system by:

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

b) ensuring that the quality policy and quality ob-
jectives are established for the quality man-
agement system and are compatible with the
the context and strategic direction of the or-
ganization;

c) ensuring the integration of the quality man-
agement system requirements into the organ-
ization’s business processes;

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

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

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

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

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

i) promoting improvement;

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

NOTE Reference to «business» in this International
Standard can be interpreted broadly to mean those
activities that are core to the purposes of the organiza-
tion’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 regula-
tory requirements are determined, understood
and consistently met;

b) the risks and opportunities that can affect con-
formity of products and services and the abil-
ity to enhance customer satisfaction are de-
termined and addressed;

¢) the focus on enhancing customer satisfaction is
maintained.

5.2 Policy
5.2.1 Establishing the quality policy

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

a) is appropriate to the purpose and context of
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Bbicllee pykoBOACTBO AO/MKHO AEMOHCTPUPOBATL Nuaep-
CTBO W NpPUBEPXEHHOCTb B OTHOLWIEHUUN CUCTEMbI Me-
HeAXMEHTa KayeCTBa NOoCpeACTBOM:

a) NPUHATUS OTBETCTBEHHOCTU 3a Pe3y/IbTaTUBHOCTb CU-
CTEMbI MEHEDKMEHTA Ka4ecTBa;

b) obecneueHns Toro, 4To MOMUTUKA U Uenn B obnactm
KayecTBa AN1s CUCTEMbl MEHEOXXMEHTA KayecTBa ycTa-
HOBJIEHbl W COrIacoBaHbl C KOHTEKCTOM WM CO CTpaTe-
MMYECKNM HanpaB/iEHNEM Pa3BUTUSI OpraHM3aumum;

c) obecneyeHuss Toro, 4to TpebOBaHUS CUCTEMBbI Me-
HeMKMEHTA KayecTBa WHTErpuMpoBaHbl B 6Gu3Hec-
npoLecchl OpraHu3aumm;

d) copeincTBMs MCNOMIb30BaHMIO MPOLIECCHOMO MOAXoAa U
PUCK-OPUEHTMPOBAHOIO MbILLSIEHNS;

e) obecneyeHus Toro, YTo pecypcbl, HeobxoauMble ANs
CUCTEMbI MEHEDKMEHTA Ka4eCTBa, AOCTYMHbI;

f) nHdopMMpoBaHMs O BaXXHOCTU pPe3yNbTAaTUBHOIMO Me-
HeaXXMeHTa KadeCTBa U COOTBETCTBUSA TpEGOBaHVIFIM
CUCTEMbI MEHEPKMEHTA Ka4eCTBa,

g) obecneyeHns TOro, YTO CUCTEMA MEHeLXXMeHTa Kade-
CTBa AOCTMraeT CBOW HaMeYeHHble pe3ynbTaThl;

h) BoBneueHusl, pykoBoACTBa M NOAAEPXKKM MepcoHana,
BHOCALLEro BKaA B pe3ynbTaTUBHOCTb CUCTEMbI Me-
HeKMeHTa KayecTsa;

i) COnenCTBUS yNyULLIEHNIO;
j) nopaepXXKU ApYrMx COOTBETCTBYIOLWMX PYKOBOAUTENEN

AN AEMOHCTPAUMM UMW JIMAEPCTBA, HACKONbKO 3TO
NPUMEHMMO K cepe UX OTBETCTBEHHOCTY.

MPUMEYAHUE TepMuH "613Hec" B HacTosiweM MexayHapoaHOM
CTaHaapTe MOXET WHTEepPnpeTMpOBaTbCS B LUMPOKOM CMbICHE,
0603Havas Ty AeATENbHOCTb, KOTOPas SIBNSIETCS OCHOBHOM ANst
Lienei cyllecTBoBaHUs opraHu3aLuM, He3aBUCUMO OT TOro, SiB-
NSIETCA NV OpraHM3aums rocylapCTBEHHOW, YacTHOW, KOMMepYe-
CKOW UM HEKOMMEPYECKOW.

5.1.2 OpueHTauus Ha noTtpebutens

Bbicluee pykOBOACTBO AO/MKHO AEMOHCTPUPOBaThL Nnaep-
CTBO 1 0653aTeNbCTBA B OTHOLLEHUU OpuUeHTaunn Ha no-
Tpebutens ans obecneyeHms Toro, YTobbI:

a) TpeboBaHusi NoTpebuTenei, a Takke NpUMeHUMbIE 3a-
KOHOAaTeNbHble U HOpPMaTUBHbIE NpaBoBble TpeboBa-
HUS Bblnn onpeaeneHbl, MOHATbl U HEM3MEHHO BbIMOJ-
HANCh;

b) puckn M BO3MOXHOCTM, KOTOpble MOMyT OKa3blBaTb
BIMSIHUE Ha COOTBETCTBME MPOAYKLMM W YCAYyr U Ha
CMOCOBHOCTL MOBLIWATL YAOBNETBOPEHHOCTL MOTpe-
6uTenel, 6blnm onpeseneHbl U YNpaBAsnCh;

C) BHMMaHWe Ha MOBbILIEHWE YAOBNETBOPEHHOCTH NOTpe-
6uTenel noaaep>XmMBanoch.

5.2 NMonuTtuka
5.2.1 YcTraHOBNEeHMe NOoJIMTUKU B 06/1aCcTK KauecTBa

Bbicluee pyKkoBOACTBO AOSIKHO YCTaHOBWUTb, BHEAPSATb U
noaaepXaTb NMofUTUKY B 06/1aCTU KayecTBa, KoTopasi:

a) COOTBETCTBYET HA3HAYEHUIO U KOHTEKCTY OpraHu3auuu,
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the organization and supports its strategic di-
rection;

b) provides a framework for setting quality objec-
tives;

¢) includes a commitment to satisfy applicable
requirements;

d) includes a commitment to continual improve-
ment of the quality management system.

5.2.2 Communicating the quality policy
The quality policy shall:
a) be available as documented information;

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

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

5.3 Organizational roles, responsibilities
and authorities

Top management shall ensure that the responsi-
bilities and authorities for relevant roles are as-
signed, 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 Interna-
tional Standard;

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

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

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

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

6 Planning for the quality manage-
ment system

6.1 Actions to address risks and opportuni-
ties

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 opportuni-
ties that need to be addressed to:

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

b) enhance desirable effects;
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a Takxke NoaaepXMBaeT eé cTpaTernyeckoe Hanpas-
NEHuE;

b) obecneunBaeT OCHOBY 4151 NOCTAHOBKW Lieniel B obna-
CTW KayecTBa;

C) BK/IOYAET 06513aTENbCTBO BbIMNO/IHEHUS! PUMEHUMBIX
TpeboBaHwiA;

d) Bk/oyaeT 0b6s3aTeNbCTBO MOCTOSIHHOIO Y/yYLLEHNS
CUCTEMbl MEHEDKMEHTA KayecTsa.

5.2.2 CoobuLieHne nonnuTuKn B 0671aCTN KavecTsa
Monutnka B 06/1aCTV KAvyecTBa A0/MKHA:
a) 6bITb AOCTYMHOWN KaK AOKYMEHTUPOBAHHasA MHMOPMaLIMS

b) 6bITb AOBEAEHHON A0 NepcoHana, NoOHATHON U Npume-
HATLCA B OpraHM3auuu;

c) 6bITb, NpK HEO6XOAMMOCTM, AOCTYMHOWN [Nt COOTBET-
CTBYKOLMX 3aUHTEPECOBAHHbLIX CTOPOH.

5.3 Ponn, oTBETCTBEHHOCTb U NOJIHOMOUYMA B opra-
HU3aluum

Bbicliee pykoBOACTBO AO/MKHO obecneyntb, YTO OTBET-
CTBEHHOCTb M MOSIHOMOYMS ANSi COOTBETCTBYHOWMX (DYHK-
LM yCTaHOBNEHbI, AOBEAEHbI A0 NEPCOHaNna U MOHATHI B
opraHv3aumm.

Bbicluee pyKOBOACTBO AOMKHO YCTAHOBUTb OTBETCTBEH-
HOCTW 1 NOSTHOMOYMS ANs:

a) obecneyeHns TOro, YTO CUCTEMbI MEHEMKMEHTA Kaye-
CTBa COOTBETCTBYeT TpeboBaHMAM HacTosiwero Mex-
AyHapogHoro CraHaapTa;

b) obecneyeHnst Toro, 4TO NMpoueccsl NpUBOAAT K Hame-
YeHHbIM pe3ynbTaTaM,

C) OTYETHOCTM O (DYHKLMOHUPOBAHUM CUCTEMbI MeHeaX-
MEHTa KayecTBa M O BO3MOXHOCTAX ANA yAyylleHus
(cm. 10.1), B YaCTHOCTH, BbICLLEMY PYKOBOACTBY;

d) obecneyeHnst pacnpoCTpaHEHUSI OPUEHTALUUK Ha Mo-
TpebuTens no Bcen opraHU3auum;

e) obecneyeHnst TOro, 4YTO LENOCTHOCTb CUCTEMbI Me-
HeMKMeHTa KayecTBa MOALEPXKMBAETCS NPU MaHU-
poBaHuUM W BHEAPEHUU N3MEHEHUN B CUCTEMY Me-
HeaAXXMEeHTa Ka4vecCTBa.

6 MnaHupoBaHue CUCTEMbl MEHeA)KMEHTa
KayecTBa

6.1 [lecTBUA ANsA ynpaBieHUss pUCKaMu M BO3-
MOXHOCTAMM

6.1.1 [py NNaHMPOBAHMN CUCTEMbI MEHEIDKMEHTa Kade-
CTBa OpraHM3aumns AO0/MKHa paccMoTpeTb (hakTopbl, yno-
MAHyTble B 4.1, u TpeboBaHus, ynoMmsHyTole B 4.2, u
onpeaenvTb PUCKM U BO3MOXHOCTW, KOTOPbIMU HeobXxo-
ONMO YynpaBnaTb Ans:

a) obecneyeHnsl yBepeHHOCTM B TOM, YTO CuCTeMa Me-
HePKMEHTa KauecTBa MOXET AO0CTUraTb CBOMX Hame-
YeHHbIX pe3ynbTaTos,

b) ynyuweHus xenaembix pesynbTaTos;
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c) prevent, or reduce, undesired effects;

d) achieve continual improvement.

6.1.2 The organization shall plan:

a) actions to address these risks and opportuni-
ties;

b) how to:

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

2) evaluate the effectiveness of these actions.
Actions taken to address risks and opportunities

shall be proportionate to the potential impact on
the conformity of products and services.

NOTE 1 Options to address risks can include avoiding
risk, taking risk in order to pursue an opportunity, elim-
inating the risk source, changing the likelihood or con-
sequences, sharing the risk, or retaining risk by in-
formed decision.

NOTE 2 Opportunities can lead to the adoption of new
practices, launching new products, opening new mar-
kets, addressing new customers, building partnerships,
using new technology and other desirable and viable
possibilities to address the organization’s or its custom-
ers’ needs.

6.2 Quality objectives and planning to
achieve them

6.2.1 The organization shall establish quality ob-
jectives at relevant functions, levels and process-
es, 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 servi-
ces and the enhancement of customer satisfac-
tion;

€) be monitored;

f) be communicated;

g) be updated as appropriate.

The organization shall retain documented infor-
mation on the quality objectives.

6.2.2 When planning how to achieve its quality
objectives, the organization shall determine:

a) what will be done;

b) what resources will be required;

¢) who will be responsible;

d) when it will be completed;

e) how the results will be evaluated.

6.3 Planning of changes
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C) NpeaoTBPALLEHNUS WU YMEHbLIEHWUS HEXENATENbHbIX
nocneacTsui,

d) pocTMXXeHUst NOCTOSAHHOMO YyULLEHUS.

6.1.2 OpraHuszauus Ao/mKHa NnaHNpoBaThb:

a) JeiCTBUA MO YNpaBNeHUto STUMU PUCKaMU U BO3MOXK-
HOCTAMM;

b) kakum obpazom:

1) uHTerpmpoBaTb U BHEAPWUTL 3TN AENCTBUS B Mpo-
LiecCbl CMCTEMbl MEHEXKMEHTa KayecTBa (cM. 4.4);

2) OLEHMBATb PE3Y/bTAaTUBHOCTb 3TUX IEUCTBUNA.

[eicTBus, NpeanpuHATLIE ANS YNpaBieHusl puckaMmm U Bo3-
MOXXHOCTSIMM, OO/MKHbI OblTb NPOMOPLIMOHANbHLI MOTEHLN-
anbHOMY BNUSIHWIO Ha COOTBETCTBME MPOAYKLMM U YCAYT.

NPUMEYAHUE 1. BapuaHTbl Ans ynpasBneHus puckamm MOryT
BK/IIOYaTb M3bexaHne pucka, NpuHATME pucKa C Lenbio peanu-
3aUMM BO3MOXHOCTM, WCKIOYEHME UCTOYHMKA PpUCKA, U3MEHe-
HVWe BEepOSITHOCTU WM MOCNEeACTBUN, pa3feneHve pucka Wnu
060CHOBaHHOE peLleHne 0 COXPaHEHUM pucKa.

MPUMEYAHME 2. BO3MOXHOCTM MOryT MpUBECTU K MPUHATUIO
HOBbIX MPAKTWK, 3aMycKy HOBOM NPOAYKUMW, OTKPbITUIO HOBbIX
PbIHKOB, PAcCMOTPEHMIO HOBbLIX NOTpebuTenemn, mnocTPoeHUo
NapTHEPCKUX OTHOLLEHWIA, UCMONb30BaHMIO HOBbIX TEXHOOMUI 1
APYrvX XKenaeMblX U pearibHbIX BO3MOXHOCTEW Afs ynpaBneHus
noTpebHOCTSIMM OpraHM3aLmmn unu eé noTpedutenei.

6.2 Llenn B 06nacTu KkauecTsa u nJ1laHNpoOBaHUNE Ux
AOCTUXXEHUA

6.2.1 OpraHuzaumsa A0/MKHA YCTaHOBUTL Lenu B obiactu
KayecTBa ANs COOTBETCTBYHOLWMX (DYHKUMIA, YPOBHEN W
npoLeccoB, HeobxoaMMblX ANS CUCTEMbl MeHemXKMEHTa
KayecTBa.

Llenn B 06nactu kayecTtBa A0MKHbI:

a) 6bITb COrnacoBaHbl C NOAUTUKOM B 061aCTV KadecTBa;

b) 6bITb M3MepUMbIMY;

C) yuuTbIBaTb NPMMEHUMbIE TpeOOBaHUS;

d) 6bITb 3HAYMMbIMM AN COOTBETCTBMS MPOAYKLMK U
YCIyr 1 ynyduweHusl yaoBIETBOPEHHOCTU noTpebute-
ns;

€) noanexatb MOHUTOPUHIY;

f) 6bITb AOBefeHbl 40 NepcoHana;

g) 06bHOBNSTLCS NO HEO6XOAMMOCTMU.

OpraHunzaums AomkHa COXpaHSTb AOKYMEHTUPOBaHHYO
nHdopMaumio o Lensx B 061acTn KayecTsa.

6.2.2 lNpv NfaHMpOBaHUK AOCTUXKEHMS Lenein B 06nactu
KayecTBa, OpraHu3aums Ao/mKHa onpeaennTb:

a) YTO JO/MKHO BbITb cAenaHo;

b) kakune pecypcbl notpebytoTcs;

C) KTO byaeT OTBETCTBEHHbIM;

d) korga uenu 6yayT AOCTUMHYTHI;

€) Kak pe3synbTaTbl 6yayT OLeHnBaTbCS.

6.3 NMnaHnpoBaHMe U3MEHEHUI
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Where the organization determines the need for

changes to the quality management system, the

changes shall be carried out in a planned manner

(see 4.4).

The organization shall consider:

a) the purpose of the change and any of its po-
tential consequences;

b) the integrity of the quality management system

¢) 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, imple-
mentation, maintenance and continual improve-
ment 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 pro-
viders.

7.1.2 People

The organization shall determine and provide the

persons necessary for the effective implement-

tation 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 for the operation of its
processes to achieve conformity of products and
services.

NOTE Infrastructure can include:

a) buildings and associated utilities;

b) equipment including hardware and software;

¢) transportation;
d) information and communication technology.

7.1.4 Environment for the operation of pro-

cesses

The organization shall determine, provide and

maintain the environment necessary for the oper-

ation of its processes and to achieve conformity

of products and services.

NOTE A suitable environment can be a combination of

human and physical factors, such as:

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

b) psychological (e.g. stress-reducing, burnout preven-
tion, emotionally protective);
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Korga opraHusaums BbisiBNsSieT Heobx0aMMOCTb U3MeHe-
HUI B CMCTEME MEHeIXXMEHTA KayecTBa, 3T U3MEHEHUS
JIO/DKHbI OCYLLECTBNATLCS Ha NMIaHOBOW OcHoBe (cM. 4.4).

OpraHusauus 10/mMKHa paccMaTpuBaTh:

a) uenb M3MeHeHus u niobble ero noTeHuuanbHbe no-
cneacTsus;

b) uenocTHOCTb CUCTEMBI MEHEMKMEHTA KAYeCTBa;

C) AOCTYMHOCTb PeCypcoB;

d) pacnpepeneHve unu nepepacnpeaeneHme OTBETCTBEH-
HOCTU M MOJTHOMOYUIA.

7 NMoppepxka

7.1 Pecypcbl
7.1.1 O6wMe NoJsIoXKeHUsA

OpraHu3aums AomxHa onpeaenvTb U obecneynTb pecyp-
Cbl, HEObX0oANMbIE ANS YCTAHOBNEHWS, BHEAPEHUS, (DYHK-
LIMOHMPOBAHMS U MOCTOSIHHOMO YNYYLIEHWUS] CUCTEMbI Me-
HeMKMeHTa KayecTBa.

OpraHusauns fo/mKHa paccMaTpuBaTh:

@) BO3MOXHOCTW U OrpaHnyeHns UMEKLLMXCS BHYTPEH-
HUX pecypcoB;

b) To, uTO HEO6X0AMMO MOAYUUTb OT BHELLHMX MOCTaB-
LLIMKOB.

7.1.2 NepcoHan

OpraHu3auus Oo/MKHA OMpeaeuTb M 06ecneunTb Hanm-
uvMe nepcoHana, HeobxoAMMOro AnA pe3yNbTaTUBHOMO
BHEAPEHUS CUCTEMbI MEHEMKMeHTa KauyecTBa W Ans
(YHKUMOHMPOBaHMS U YNpaBNeHnst eé NpoLeccamu.

7.1.3 UHdpacTpyKTypa

OpraHu3auns gomkHa onpeaensTs, obecneumsaTb M Noa-
AepxuBaTtb B paboyeM COCTOSHUM WHPPACTPYKTypy Ans
BbINOMHEHMS ee NPOLECCOoB C Uenbio AOCTUMXEHUS COOT-
BETCTBUS MPOAYKUMN N YCNyT.

NPUMEYAHUE UHDpacTpyKTypa MOXET BKIOYATb:

Q) 34aHWS U COOTBETCTBYIOLLME CUCTEMBI;

b) obopyanosaHwve, Bkntoyas annapaTHble U NPOrpaMMHble Cpea-
CTBa;

C) TpaHCnopT;
d) nHdOpMaLMOHHbIE ¥ KOMMYHMKALMOHHBIE TEXHOMNOTMN.

7.1.4 Cpena ans BbINOJIHEHUSA NPOLIECCOB

OpraHusauus gomkHa onpegensTb, obecneumsatb U nog-
AepxvBaTtb B paboyeM COCTOsiHMM cpeay, Heobxoaumyto
ONA BbINO/IHEHMSA Mpouecca U AOCTMKEHUS COOTBETCTBUSA
NPOAYKUUU W yCNyr.

MPUMEYAHUE Moaxoasiwas cpeaa MOXET MpeacTaBnsTe cobo
coyeTaHue YenoBeyecknx n husnyeckmx hakTopos, TakMX Kak:
a) coumanbHble (HanpuMmep, OTCYTCTBME AMCKPUMUHALMM, CMO-

KOWCTBME, 6ECKOH(NKTHOCTD);
b) ncuxonorunyeckve (Hanpumep, CHWXEHWE YPOBHS CTpecca,

NpodunakTnka ncMxoU3nUYEeCKoro WCTOLLEHWS, 3MOLMO-
HanbHas 3awmTa);
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¢) physical (e.g. temperature, heat, humidity, light,
airflow, hygiene, noise).

These factors can differ substantially depending on the

products and services provided.

7.1.5 Monitoring and measuring resources
7.1.5.1 General

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

The organization shall ensure that the resources
provided:

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

b) are maintained to ensure their continuing fit-
ness for their purpose.

The organization shall retain appropriate document-
ed information as evidence of fitness for purpose of
the monitoring and measurement resources.

7.1.5.2 Measurement traceability

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

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

b) identified in order to determine their status;

¢) safeguarded from adjustments, damage or
deterioration that would invalidate the calibra-
tion status and subsequent measurement re-
sults.

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 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 the nec-
essary additional knowledge and required up-
dates.
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) dusnyeckne (Hanpumep, TemMnepaTypa, TEMIO, BNAXHOCTb,
OCBELLEHME, KOHANLMOHMPOBaHWE BO3AyXa, TUIYeHa, LWyMm).

3TU (haKTOpbl MOrYT CYLLECTBEHHO OTIMYATLCSA B 3aBUCMMOCTY
OT NOCTaBNSIEMON NPOAYKLUMM U OKa3blBaeMbIX YCITyT.

7.1.5 Pecypcbl 411 MOHUTOPUHIa U U3MEpPEeHU#
7.1.5.1 O6LiMe nosoXKeHns

OpraHv3aums AokHa onpeaenvTb M NpefoCTaBUTb pe-
CypCbl, HEOBXOAMMbIE AN 0BECnevYeHns JOCTOBEPHbIX U
HaZIEXHbIX pe3yNbTaToB B TeX ClyyasiX, Korga MOHWUTO-
PUHT WK M3MEPEHMSI UCMONb3YIOTCA ANs BepubUKaumm
COOTBETCTBMS NPOAYKLUMM U yCnyr TpeboBaHUSM.

OpraHusauusi pomkHa obecneunTtb, YTOObI
B/IEHHbIE PecypCbl:

a) 6blnn NPUroAHLIMK ANt KOHKPETHOrO TUMa Npeanpu-
HMMAEMbIX AEUCTBUIN MO MOHUTOPUHIY U U3MEPEHUIO;
b) noanepxvBanucb Ans coxpaHeHUst X NOCTOSSHHOW
NPUrogHOCTU ANs NPeAyCMOTPEHHbBIX LiENEN.
OpFaHVI3aL|,VIﬂ AOJKHa COXpPaHATb Mnoaxoadalyro AOKYMEH-
TUPOBaHHYIO MHMOPMaLMIO B KayecTBe CBUAETENbCTBA Npu-
roHOCTU PECYpCcoB ANs Lieneil MOHUTOPUHIA U U3MEPEHNS.

7.1.5.2 MpocnexmBaeMoCTb U3MEpPEeHMii

npepocTa-

B Tex cnyuyasix, korga npoCieXvBaeMoCTb W3MEpPEHWN
ABnsieTcs TpeboBaHWEM WM pacCMaTpPUBAETCS OpraHM3a-
UMen B KayecTBE BaXXHOMO 3/IEMEHTa Afs obecneyeHus
YBEPEHHOCTU B AOCTOBEPHOCTU pe3y/bTaToB U3MEpPEHUs,
“3MepuTesibHoe 060py0BaHNE AOMKHO ObIThb:

a) oTKanuMbpoBaHO M/MNN MOBEPEHO 4Yepe3 YCTaHOBMIEH-
Hble WHTepBasbl MW nepeg ero npuvMeHeHWeMm no-
CPeACTBOM 3TaslOHOB, MPOC/EXUBAEMbIX A0 MEXAyHa-
POAHBIX UAW HAUMOHANbHbIX 3TaNIOHOB. [pn OTCYTCT-
BMM Takux 3TasnioHoB 6as3a, MCnonb3oBaHHas ANs Ka-
NMBPOBKN MM MOBEPKM, AO/MKHA COXPaHATLCS B BUAE
[OKYMEHTMPOBaHHON MHhopMaLnm;

b) naeHTMdUUMPOBaHO B LENSX YCTaHOBNEHNS UX CTaTYCa;

C) 3alUMLLEHO OT PErysIMpOBOK, NMOBPEXAEHUNA WU yXya-
LWEHWSI COCTOSIHWSI, KOTOpble caenanun 6bl HefencTBu-
TENbHbIMU CTaTyC KanuBpOBKM W Mocneayowme pe-
3yNbTaTbl U3MEPEHUSI.

OpraHusauus Jo/mKHa onpeaensitb, NpUBEAET NN K Heao-
CTOBEPHOCTU MNpeablayLnX pe3ynbTaToB W3MeEpPeHUs Koraa
BbISIBNIIETCA, YTO U3MEpUTESIbHOE 060pyaOBaHUE HeNnpuros-
HO ANsi ero HaMeYeHHOro NMpUMEHeHUs 1, Npu HeobxoauMo-
CTW, AO/MKHA NPUHUMATbL COOTBETCTBYIOLLME AENCTBUS.

7.1.6 3HaHMs B opraH1Msauum

OpraHv3aumus [Oo/MKHa onpeaenuTb 3HaHusl, Heobxoau-
Mble Ans (YHKLUMOHMPOBaHUS €€ MPOLECCoB U Ans Oo-
CTWXXEHMSI COOTBETCTBMS NPOAYKLUMN U YCIYT.

DTW 3HaHMSI AOMKHbI NMOAAEPXMBATLCA M 6bITb AOCTYN-
HbIMW B HEOHXOAMMOM 0bBbEME.

MpM pPacCMOTPEHUM MEHSAIOLIMMUCS MOTPEBHOCTAMU 1
TEHAEHUMSAMM, OpraHusauusi [OJKHa paccMaTpuBaThb
CBOM MMEIOLLMECS 3HAHWS U ONpefennTb, KakuM o06pa3oM
OHa MOXET npuobpect unu obecneunTb AOCTYN K [0-
MOJSIHUTESNIbHBIM 3HAHWUSIM Y HEOBXOAUMbIM OBHOBNEHUSIM.
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NOTE 1 Organizational knowledge is knowledge speci-

fic to the organization; it is gained by experience. It is

information that is used and shared to achieve the or-
ganization’s objectives.

NOTE 2 Organizational knowledge can be based on:

a) internal sources (e.g. intellectual property; knowled-
ge gained from experience; lessons learned from
failures and successful projects; capturing and shar-
ing undocumented knowledge and experience; the
results of improvements in processes, products and
services);

b) external sources (e.g. standards; academia; confer-
ences; gathering knowledge from customers or ex-
ternal providers).

7.2 Competence

The organization shall:

a) determine the necessary competence of per-
son(s) doing work under its control that af-
fects 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 ef-
fectiveness 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 reas-
signment 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 shall be
aware of:

a) the quality policy;
b) relevant quality objectives;

¢) their contribution to the effectiveness of the
quality management system, including the
benefits of improved quality performance;

d) the implications of not conforming with the
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;

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

e) who communicates.

7.5 Documented information

7.5.1 General
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MPUMEYAHUE 1. 3HaHus B OpraHu3aumMu — 3TO 3HaHus, crneum-
puyHbIE ANng opraHu3auuM, MolydYeHHbIe Ha OCHOBE OrbiTa.
3HaHusl — 3TO MHdOPMaLUs, KOTopasi UCMONb3YETCS U KOTOPOM
06MEHUBAIOTCS AN AOCTMXKEHUS Liefeid opraHm3aLmm.
MPUMEYAHUE 2. OcHOBOW 3HaHWI OpraHu3aLunmM MoryT 6biTb:

@) BHYTPEHHME WCTOYHUKM (HanpuMmep, WHTeNeKTyanbHas
COBCTBEHHOCTb; 3HaHWS, MOJTyYEHHbIE U3 OMbITA; YPOKK, U3-
B/IEYEHHbBIE N3 HEYAQYHbIX UK YCMELIHbIX NPOEKTOB; cbop U
0bMeH HeAOKYMEHTUPOBAHHLIMM 3HAHUSIMM U OMbITOM; pe-
3yNbTaTbl YNYULWEHUI NMPOLECCOB, NPOAYKLMMN U YCIyr);

b) BHElWHME WUCTOYHWMKM (HanpuMep, CTaHAApPTbl; Hay4yHoe Co-
06LIEeCTBO; KOH(EPEHUMM; 3HaHWS, MOMYYEHHbIE OT MOTpe-
6UTENei U BHELLHMX NOCTABLLMUKOB).

7.2 KOMNeTeHTHOCTb

OpraHusauust 4omKHa:

a) onpenenuTb HeO6XOAMMYHO KOMMETEHTHOCTb NEpCoHa-
na, BbINOSHALWEro paboTy noa e€ ynpaeneHUeM, KOTo-
pasi OKa3blBaeT BNSHUE Ha Pe3y/bTaTbl AESTENbHOCTU
1 pe3yNbTaTUBHOCTb CUCTEMbI MEHEMXKMEHTA KauecTBa;

b) obecneunTb, 4TO6LI 3TOT NepcoHan 6bi1 KOMNEeTEHTEH
Ha OCHOBE COOTBETCTBYHOLEro obpasoBaHus, 0byveHuns
nnun onbiTa,

C) rae MpYMEeHUMO, MpeanpuHUMMaTb Mepbl AN nosnyde-
HUA H€06XO,EWIMOI7I KOMNETEHTHOCTN U OLEHMBATb peE-
3yNbTAaTUBHOCTb NPEANPUHSTLIX AEUCTBUN;

d) coxpaHsiTb  COOTBETCTBYIOLLUYIO [AOKYMEHTUPOBAHHYIO
VIH(DOpMaLWIIO KaK CBMAETENbCTBO KOMMNETEHTHOCTHU.

MPUMEYAHUE MpuMeHUMble AEMCTBUS MOTYT BKIHOYaTh, Hamnpu-
Mep, npoBegeHne 06y4deHus, HaCTaBHMYECTBO WM  nepe-
pacnpepeneHvie paboTaroLllero nepcoHana; Wi HaiMm wnu 3a-
K/Il04EeHMe JOroBOpa C KOMMNETEHTHBIM MEePCOHANIOM.

7.3 OcBegoOMNIEHHOCTb

OpraHusauusi gomkHa obecneunTb, 4TOBbl MepcoHan,
BbINOSHSAOWMIA paboTy noA ynpaBieHWEM OpraHusauum,
6bl51 oCBEAOMNEH O:

a) nonutuke B 06nacTn KavecTsa;
b) cooTBeTCTBYIOWMX LENSX B 06/1aCTM KA4eCTBa;

C) CBOEM BKMade B pe3yNbTaTUBHOCTb CUCTEMbI MEHEeX-
MEHTa KayecTBa, BK/loYash BbIroAbl OT Y/ydlIEHUs pe-
3yNbTATOB AESTENBHOCTM B 06/1aCTU KauecTBa;

d) nocneacTBusix HECOOTBETCTBUS TPEOOBAHUSAM CUCTEMBI
MEeHeKMEHTA KayecTsa.
7.4 O6MeH nHdopmaumein

OpransauMﬂ OO/MDKHa OnpeaennTb npoueccbl BHYTPEH-
HUX N BHELUHUX KOMMYHMKauMVI, OTHOCALLUMXCA K CUCTEME
MEHEPKMEHTa Ka4eCTBa, BK/O4Yas.

a) MO KaKnM BOMPOCaM OCYLLECTBASATb KOMMYHUKALMK;
b) korga ocywecTBNsTb KOMMYHMKaUWUK;

C) C KEM OCYLLEeCTBNSATb KOMMYHMKALIMW;

d) KaK ocyLecTBAATb KOMMYHMKaLUWNN;

€) KTO byaeT oCyLecTBAATb KOMMYHUKaLMN.

7.5 flokymeHTUpOBaHHas nHpopmauus

7.5.1 O6Lme nonoxeHus
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The organization’s quality management system

shall include

a) documented information required by this In-
ternational Standard;

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

NOTE The extent of documented information for a

quality management system can differ from one organ-
ization 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 infor-
mation 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);

c) review and approval for suitability and ade-
quacy.

7.5.3 Control of documented wnformation

7.5.3.1 Documented information required by the
quality management system and by this Interna-
tional 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 integri-

ty).

7.5.3.2 For the control of documented infor-
mation, the organization shall address the follow-
ing activities, as applicable:

a) distribution, access, retrieval and use;

b) storage and preservation, including preserva-
tion of legibility;
¢) control of changes (e.g. version control);

d) retention and disposition.

Documented information of external origin de-
termined by the organization to be necessary for
the planning and operation of the quality man-
agement system shall be identified as appropri-
ate, and controlled.

Documented information retained as evidence of
conformity shall be protected from unintended
alterations.
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CucteMa MeHemXMeHTa KayeCTBa OpraHM3auMn LOSHKHA

BKJIOYATb:

a) OOKYMEHTMPOBaHHYO  MHMOPMauUMIo,
HacToswumM MexayHapoaHbiM CTaHAapToM;

b) nokyMeHTMpOoBaHHYlO MHMOPMaUMIO, MPU3HAHHYIO Op-
raHusaumen kak Heobxoaumylo ans obecneyeHus pe-
3yNIbTAaTUBHOCTM CUCTEMbI MEHEKMEHTA KayecTsa.

Tpebyemyio

MPUMEYAHUE O6beM [AOKYMEHTUPOBAHHOM WHdOpMauMn ans
CUCTEMbl MEHEMKMEHTA KayeCTBa MOXET OT/IMYATbCS B pa3HbIX
opraHmsaumsx B cuny:

— pasMepa opraHu3auuMu U BUAOB ee AesTenbHOCTU, npouec-
COB, MPOAYKLMMN U YCyT;

— CJIOXHOCTM MPOLIECCOB U UX B3aUMOAENCTBUS;

— KOMMETEHTHOCTW NepcoHana.

7.5.2 Co3aaHue u akTyanusauus

Mpy co3haHMM W akTyanusauuyM AOKYMEHTUPOBAHHOM WH-

dopmaumm opraHusaums AomkHa obecnevnTb COOTBET-

CTBYHOLUME:

a) naeHTMdMKaumio 1 onucaHne (HanpuMmep, Ha3BaHWE,
[aTa, aBTop WAN CCbITOYHBIA HOMED);

b) dopmaT (Hanpumep, $3blk, Bepcusi MNPOrpaMMHOro
cpeacTtsa, rpadvkun) M HocuTenb (Hanpumep, Gymax-
HbIi, 3NEKTPOHHBIN);

C) aHanu3 v yTBEpPXKAEHME C TOYKM 3PEHMSI MPUTOAHOCTU
N aAEKBATHOCTMU.

7.5.3 YnpaBneHue fOKYMeHTUpoBaHHO uHdop-
Maumein

7.5.3.1 [lokyMeHTMpoBaHHas WHdopMauus, Tpebyemas
CUCTEMON MeHeXMeHTa KayecTBa U HacTosawmM Mexay-
HapOAHbIM CTaHAAPTOM, AO/MKHA HaxoAUTLCA Moj ynpas-
neHveM ansa obecneyeHns Toro:

@) YTO OHa AOCTYMHA W MpUroaHa Ans NPUMEHEHUs, rae
N Koraa oHa HeobxoamMa;

b) yto oHa Hagnexawmm obpa3om 3awmweHa (Hanpwu-
Mep, OT HapylleHMs KOHMMAEHUMANbHOCTM, HeHaa-
NeXallero 1Cnonb30BaHUS UM NOTEPU LEENOCTHOCTH).

7.5.3.2 [1ns ynpaBneHusi [OKYMEHTMPOBaHHON WHGOp-

Mauwmelt opraHmusaumst A0/MKHa OCYLLEeCTBAATb Cleaylowme

[EeNCTBUSA, HAaCKOSIbKO 3TO NMPUMEHUMO:

a) pacnpocTpaHeHue, obecneyeHne AoCTyna, NOMCK M
NCNO/b30BaHNeE;

b) xpaHeHue n 3awunTy, BKIOYas coxpaHeHue pasbopum-
BOCTH;

C) ynpaBsfieHne U3MeHeHnsMN (Hanpumep, ynpasfeHue
BEPCUSMU);

d) cobnogeHne CpokoB XpaHeHUs U Nopsaka YHUYToXe-
HUS..

[loKyMeHTVMpOBaHHast MHMOPMaLMS BHELLIHErO0 MPOMCXOX-

[eHVs, onpeaenéHHas opraHusaumeil kak HeobxoauMas

ANS NNaHNpoBaHMS U (PYHKLMOHNPOBAHMS CUCTEMbI MeHe-

[KMEHTa KaudecTBa, AO0/MKHa ObiTb maeHTUbMUMpOBaHa

COOTBETCTBEHHO U HAaX0AWUTLCA MOA YNpPaBieHNEM.

[lokyMeHTUpoBaHHas MHhOPMaLMs, KOTopasi COXpaHsieTcst
KaK CBMAETENbCTBO COOTBETCTBUS AO/MKHA ObiTb 3aLum-
LleHa OT HemnpeaHaMepPEHHbIX U3MEHEHWIA.
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NOTE Access can imply a decision regarding the per-
mission 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 con-
trol the processes (see 4.4) needed to meet re-
quirements for the provision of products and ser-
vices and to implement the actions determined in
Clause 6.1, by:
a) determining requirements for the product and
services;
b) establishing criteria for:
1) the processes;
2) the acceptance of products and services;

¢) determining the resources needed to achieve
conformity to the product and service require-
ments;
d) implementing control of the processes in ac-
cordance with the criteria;
e) determining, maintaining and retaining docu-
mented information to the extent necessary:

1) to have confidence that the processes have

been carried out as planned;

2) to demonstrate 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).

8.2 Requirements for products and services
8.2.1 Customer communication

Communication with customers shall include:

a) providing information relating to products and
services;

b) handling enquiries, contracts or orders, includ-
ing changes;

c) obtaining customer feedback relating to prod-
ucts and services, including customer com-
plaints;

d) handling or controlling customer property;

e) establishing specific requirements for contin-
gency actions, when relevant.
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NPUMEYAHWE [docTyn noppasyMeBaeT pelleHne OTHOCUTENIbHO
paspelleHnst TONbKO ANsi NPOCMOTPa AOKYMEHTUPOBAHHOW WH-
dopMaumMn Mnn paspelleHns U NosIHOMOYMSt NpocMaTpuBaTh U
BHOCWUTb U3MEHEHUS B JOKYMEHTUPOBaHHYIO MHMOPMaLMIO.

8 OnepauMoHHas AeATeNIbHOCTb

8.1 NnaHupoBaHue U ynpasJieHUe onepauuoHHOU
AeATeNIbHOCTbIO

OpraHu3aums Ao/MKHA MIaHWpoBaTb, BHEAPSTb WM ynpas-
naTb npoueccamu (cM. 4.4), HeobxoamMbiMn ans obecne-
YeHns cooTBeTCTBMS TpeboBaHMSM K MOCTaBKe MpoAyK-
LMW 1 OKa3aHWto YCNyr, U BbIMOSHATb AENCTBUS, onpeae-
NeHHble B pasgene 6.1, nocpeacTBoM:

a) onpeaeneHus TpeboBaHUA K NpoAyKUUM U yCryram;

b) ycraHoBneHust kputepmes ans:
1) npoueccos;

2) NpUEMKU NPOAYKLMMN U YCAYT;

C) onpeaeneHnsl pecypcoB, HeobxoaMMbIX ANs AOCTUXE-
HMSI COOTBETCTBMSI TPebOBaHMAM K NPOAYKUMK W YCNy-
ram;

d) ynpaBneHuns npoueccamum B COOTBETCTBUM C YCTaHOB-
NEHHBIMU KPUTEPUSIMU;

€) onpeaenexus, NOAAEPXaHNS 1 COXPAHEHNS AOKYMEHTM-
poBaHHOM MHdopMaLMK B 06bEME, HEOBXOANMOM ANS:
1) obecneyeHnss yBepeHHOCTH, YTO NpoLecchl bbinm

BbIMOJIHEHbI, KaK 3amn/laHMpOBaHo;

2) AEMOHCTpaUMM COOTBETCTBMSA MPOAYKLUUN U YCIIyr
TpeboBaHUSIM K HUM.

PesynbtaT Takoro njaHMpOBaHUA OO/HKEH 6bITb npuroa-
HbIM AS14 OI'IepaLlVIOHHOI‘;I neAaTenbHOCTU B OpraHn3auunn.

OpraHv3auma [o/MKHa YNpaBnaTb  3aniaHUpOBaHHbLIMU
M3MEHEHNAMU U aHaNN3UPOBATb NOCNEACTBUA HEMNpeaHa-
MEPEHHbIX M3MEHEHWIA, MpeanpuHUMas, Npu Heobxoau-
MOCTW, Mepbl ANl CHWKEHMS NoBbIX HEBNaronpusTHbIX
nocneacTsuin.

OpraHusauus fomkHa obecneynTb, YTO Mpouecchl, nepe-
JaHHble Ha ayTCOPCMHI, HAXOASTCS MO YnpasieHueM
(cm. 8.4).

8.2 Tpe6oBaHMs K NpOAYKLUM U yCIyram
8.2.1 Csa3b ¢ noTpeburenem

CBsi3b C NOTPEOUTENSAMMN AOMKHA BK/OYATD:

a) obecnevyeHne MHGopMaLMeN, OTHOCALLENCS K NpoAYyK-
UMK U ycnyram;

b) obpaboTky 3anpocoB, KOHTpPaKTamMM MWW 3aKasamu,
BK/1IOYAS1 U3MEHEHUS;

C) Nnony4YyeHne OT3bIBOB OT NOTpebUTenei, OTHOCSLLMXCSA K
NpoayKkuMn u ycnyram, Bktodas >anobbl notpebute-
new;

d) obpawieHne unn ynpaeneHue cO6CTBEHHOCTbIO MOTpe-
butens;

€) YCTaHOBJIEHME 0COBbLIX TPeboBaHWUI K AENCTBUSIM MpU
HenpeaBUAEHHbIX 06CTOSTENBbCTBAX, €C/TM HEOOXOANMO.
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8.2.2 Determining the requirements for
products and services

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

a) the requirements for the products and services
are defined, including:
1) any applicable statutory and regulatory re-
quirements;
2) those considered necessary by the orga-
nization;
b) the organization can meet the claims for the
products and services it offers.

8.2.3 Review of the requirements for prod-
ucts 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 or-
ganization shall conduct a review before commit-
ting to supply products and services to a custom-
er, to include:

a) requirements specified by the customer, in-
cluding 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) additional statutory and regulatory require-
ments applicable to the products and services;

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

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

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

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

8.2.3.2 The organization shall retain documented
information, as applicable:

a) on the results of the review;

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

8.2.4 Changes to requirements for products
and services

The organization shall ensure that relevant doc-
umented information is amended, and that rele-
vant persons are made aware of the changed
requirements, when the requirements for prod-
ucts and services are changed.
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8.2.2 OnpepeneHue Tpe6oBaHN K NPOAYKLMU U
ycnyram

Mpu onpeaeneHnn TpeboBaHWi K NPOAYKUMM W yCiIyraMm,
KoTopble 6yayT npeanaraTbcsl noTpebutensM, opraHusa-
uMsa AomkHa obecneyunTb, YTO:

a) TpeboBaHMs K NpoAYKUMWN U YCIyraM onpefesneHsl,
BK/ItOYASN:
1) ntobble NpMMeHMMbIE 3aKOHOAATESIbHBIE N HOpMa-
TUBHblEe TpeboBaHus;
2) TpeboBaHus, onpeaeneHHble opraHn3aUnein Kak He-
obxoanmsble;
b) opranunsauns MoxeT BbINOMHATL 3asiBNieHHbIE TpeboBa-
HMS K NPOAYKLUMW W yCnyraM, KOTopble OHa npeanaraer.

8.2.3 AHanu3 Tpe6oBaHU K NpoAYKLMU U yCIlyram

8.2.3.1 OpraHu3aums go/hkHa ybeamTbesl, YTo OHa obna-
[aeT CrnocobHOCTbIO BLIMOMHATL TpeboBaHMS K NpoayK-
UMK 1 ycnyram, npeanaraeMbiM notpebutensm. OpraHu-
3auMsl AO/MKHA MPOBOAWTL aHanu3 A0 NpuHATUS o0bs3a-
TENbCTB MOCTaBUTb MPOAYKLMIO M OKasaTb yClyru notpe-
6utenam, 4Tobbl yuecTb:

a) TpeboBaHMs, YCTaHOB/EHHbIE NOTpebuTeneM, BKIYas
TpEGOBaHVIFI K NOCTaBKe U [AedATeNlbHOCTb Mnocne no-
CTaBKMu;

b) TpeboBaHunsl, He onpegeneHHole noTpebuTeneM, HoO
HeobxoAMMble A KOHKPETHOro MM NpeanoniaraeMoro
MCMOJb30BaHMS, KOrAa OHO M3BECTHO;

C) TpeboBaHuWsi, YCTaHOB/IEHHbIE OpraHM3aLuen;

d) nononHuTeNbHbIE 3aKoHOAATENbHbLIEE M HOPMATMBHbLIE
TpeboBaHus, MPUMEHUMbIE K NPOAYKLMWN U yCyram;

€) TpeboBaHMA KOHTpaKTa WM 3akasa, OT/IMuYaloLmecs ot
paHee cchOpMy/IMPOBAHHBIX.

OpraHu3aums Jo/mkHa obecneunTb, YTO 6blIM MPUHSTLI
pelleHunsi no TpeboBaHUAM KOHTPaKTa WM 3aKasa, OT/IU-
YaloLLMMCS OT paHee YCTaHOB/EHHbIX.

TpeboBaHus noTpebuTenen [AOMKHbI ObiTb MNOATBEPXK-
[leHbl OpraHusaumnen nepen NpMEMKON, ecnn noTpebutens
He npegocTaBun cBon TpeboBaHMs AOKYMEHTaNbHO
0(popMNEHHBIMMN.

NMPUMEYAHWME B psige cnyyaeB, TakmMx Kak Npoaaxu yepes UH-
TEPHET, d)OpMaJ'IbeIl‘;I adHa/I3 KaXXAoro 3aka3a 4BNgdeTca Heue-
J'IeC006pa3HbIM. BmecTto 3TOro, aHain3 MOXXET KacaTbCA CYLLEeCT-
BEHHOW MHOpMaLMK O NPOAYKLUMK, TaKoW, Kak KaTanoru.

8.2.3.2 OpraHunsaumsa fo/HKHa COXPaHATb JOKYMEHTUPO-
BaHHYIO MH(OPMaLMIO, HACKONBbKO NMPUMEHNMO:

a) 0 pe3ynbTaTax aHanm3a;
b) 0 nobbIx HOBbIX TpebOBaHUAX K NPOAYKLMK U YCyram.

8.2.4 WU3sMeHeHue Tpe6oBaHMI K MNpoAyKUMM W
ycnyram

Mpn n3MeHeHUM TpeboBaHWI K MPOAYKUMW W yCyraMm,
opraHusaumst gomkHa obecneuvBaTb, 4TOObI B COOTBET-
CTBYIOLLYIO [JOKYMEHTMPOBAHHYD WHGMOPMaLMIO BHOCK-
NINCb U3MEHEHMs1 U YTObbl COOTBETCTBYIOLMIA MEPCOHAr
6b171 03HAKOMIEH C U3MEHEHHBIMU TPeboBaHNAMM.
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8.3 Design and development of products
and services

8.3.1 General

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

8.3.2 Design and development planning

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

a) the nature, duration and complexity of the de-
sign and development activities;

b) the required process stages, including appli-
cable design and development reviews;

c) the required design and development verifica-
tion and validation activities;

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

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

f) the need to control interfaces between persons
involved in the design and development pro-
cess;

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

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

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

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

8.3.3 Design and development inputs

The organization shall determine the require-
ments 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 de-
sign and development activities;

¢) statutory and regulatory requirements;

d) standards or codes of practice that the orga-
nization 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 develop-
ment purposes, complete and unambiguous.
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8.3 NpoekTupoBaHue n paspaboTka NpoayKLUN U
ycnyr
8.3.1 O6wue nonoKeHus

OpraHu3aums [0/MKHA YCTaHOBUTb, BHEAPUTb WM Moaaep-
XXMBaTb MPOLIECC NPOEKTUPOBAHUSA M pa3paboTku, Noaxo-
AAWMA ans obecneyeHns Mnocneaytolero npov3BoacTea
NPOAYKLUMM U OKa3aHMs yCNyr.

8.3.2 NnaHupoBaHue NPOEeKTUPOBaAHUA U pa3pa-
60TKM

Mpy onpeaeneHnn 3TarnoB U CPEACTB YNpPaB/EHUS NPOEK-
TUPOBaHMEM M pa3paboTKoM OpraHvM3auns AoKHa pac-
cMaTpuBaTh:

a) Xapaktep, MNPOAO/KUTENLHOCTb M CIIOXKHOCTb  [esi-
TENIbHOCTY MO NPOEKTUPOBAHUIO U Pa3paboTKe;

b) Tpebyemble 3Tanbl npouecca, BKIOYASA MPUMEHUMbIE
aHanu3bl AaHHbIX O NPOEKTUPOBaHUK M pa3paboTKe;

C) TpebyeMylo AeATenbHOCTb NO BepudUKaumm u Banuaa-
LMW NPOEKTMPOBaHUA U pa3paboTku;

d) OTBETCTBEHHOCTM M MOSIHOMOYMUS MEPCOHana, yyacr-
BYIOLLEro B npoLecce NpoeKkTMpoBaHMS 1 pa3paboTku;

€) NoTpebHOCTM BO BHYTPEHHUX M BHELIHUX pecypcax Ans
MPOEKTUPOBaHNA N pa3paboTKu NpoayKLUUU W YCIyT;

f) noTpebHOCTb B ynpaBneHUN B3anMMOAENCTBMEM MEpPCO-
Hana, y4acTBYIOLEro B MpoLEecce MPOEKTUPOBaHUS U
pa3paboTku;

g) HEeO6X0AMMOCTb BOBJIEYEHUS MOTpeESUTENEN U MONb-
30BaTeseil B NPOLECC NPOEKTUPOBaHNA W pa3paboTkuy;

h) TpeboBaHus ana ganbHeMwWero NpPou3BOACTBa NPOAYK-
LMK 1 OKa3aHwus ycnyr;

i) ypoBeHb ynpaBfieHNs NPOLECCOM MNPOEKTUPOBaHMUSA |
pa3paboTky, OXWAAEMbIA MOTPEOUTENAMU U APYTUMM
COOTBETCTBYIOLLMMM 3aMHTEPECOBAHHBIMU CTOPOHAMK;

j) AOKYMEHTUPOBaHHYIO MHGOPMaUMO, HeObXxoaMMYIO ans
[LEMOHCTPauUMmn Toro, Yto TpeboBaHMsl K NMPOEeKTMPOBa-
HUIO 1 pa3paboTKe BbIMNOHSAKOTCS.

8.3.3 BxoaHble AaHHble 415l NPOEKTUPOBaHUS U
pa3paboTku

OpraHusaumns JomkHa onpeaenstb TpeboBaHus, Cylue-
CTBEHHbIE ANS KOHKPETHOro BuAa MPOAYKUMU W YCAyr,
KOTOpble A0/MKHbI 6bITb CNPOEKTUPOBaHbI U pa3paboTaHbl.
OpraHu3auns gomkHa paccmaTpvBaTh:

a) PYHKLMOHAMbHbIE 1 3KCMyaTaLUMOHHbIE TPEBOBaHUS;

b) nHdbopMaumio 13 npeaplayLLE aHaNOrMYHON AeaTenb-
HOCTW MO NPOEKTUPOBAHMIO U Pa3paboTKe;

C) 3aKoHOAaTeNbHbIE U HOPMaTMBHbIE TpeboBaHus;

d) ctaHgapTbl MK CBOABI NPaBWI, KOTOPbIE OpraHn3aums
06513anacb BbINONHSATD;

€) NoTeHuUManbHble NOCNeACTBUS 0TKA30B, CBSA3AHHbIE C
XapaKTepoM NPoAYKLMU U YCIIyT.

BxoaHble AaHHble AOMKHbI COOTBETCTBOBATb LENsM Mpo-
EeKTUPOBaHUS U pa3paboTky, ObiTb MOSHBIMW W HeaBy-
CMbICNEHHbIMM.
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Conflicting design and development inputs shall
be resolved.

The organization shall retain documented infor-
mation on design and development inputs.

8.3.4 Design and development controls

The organization shall apply controls to the de-
sign and development process to ensure that:

a) the results to be achieved are defined;

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

¢) 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 suit-

able for the products and services of the organization.

8.3.5 Design and development outputs

The organization shall ensure that design and
development outputs:

a) meet the input requirements;

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

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

d) specify the characteristics of the products and
services that are essential for their intended
purpose and their safe and proper provision.

The organization shall retain documented infor-
mation 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 de-
sigh 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 infor-
mation on:
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MpoTnBOpeUNs BO BXOAHbIX AAHHbIX [AOSKHbI 6bITb pas-
peLleHbl.

OpraHv3aumMs Oo/KHa COXpaHsTb AOKYMEHTUPOBaHHYIO
MHGOPMALNIO O BXOAHBIX AAHHbIX NS NPOEKTUPOBAHMS U
pa3paboTku.

8.3.4 YnpaBneHune npoeKkTMpoBaHMeM 1 pa3pabor-
KOM

OpraHvsaums [JO/MKHA MPUMEHSITb  Mepbl
MPOLIECCOM MPOEKTUPOBaHUS U  pa3paboTky,
[OKHbI 06ECNEYUTD, YTO:

a) pesynbTaTbl, KOTOpble AO0/MKHbI 6biTb AOCTUIHYTHI,
onpeneneHbl;

b) npoBegeHbl aHanu3bl AN OUEHKM CNOCOBHOCTM pe-
3y/bTAaTOB MPOEKTMPOBAHUS M pa3paboTku COOTBET-
CTBOBaTb TpeboBaHMAM;

C) npoBeAeHbl AENCTBUSA NO BepudmMKaummn Ans noaTBep-
XIEHWS, YTO BbIXOAHbIE AAHHbIE MPOEKTUPOBAHUA U
pa3paboTKM COOTBETCTBYIOT BXOAHbIM TPEBOBAHUSAM;

d) npoBedeHbl AEWCTBMS MO Banuaauuu Ans noaTBep-
XKAEHUS, YTO KOHEYHast MPOAYKUMS W YCIyrn yaoBne-
TBOPSAOT TpeboBaHWs AN KOHKPETHOMO MpYMEHEHUS
WY NPeanosiaraeMoro UCrosb30BaHus;

e) npeanpuHaTbl Ntobble HeobxoauMble AENCTBUSI MO
npobnemam, BbisSIBIEHHbIM B XOA€ aHanu3a wunn pes-
TEeNbHOCTU No BepudmKaumm n sanugaumm;

f) NOKyMeHTUpOBaHHas MHGOpPMaUMs 06 3TUX AENCTBUSX
COXpaHeHa.

NPUMEYAHWUE AHanus, Bepudmukaums 1 BanaMaaumns NpoekTupo-
BaHUS M pa3paboTku uMeloT pasHble uenn. OHWM MOryT NpoBO-
OWUTbCA pa3genbHO unn B NtobOM COYEeTaHWMM, HACKOMBbKO 3TO
NoAXoAMT ANS NPOAYKUMM M YCNyr OpraHn3aumm.

ynpaBJieHust
KoTopble

8.3.5 BbixogHble fAaHHble NPOEKTUPOBAHUSA U pas-
pa6oTku

OpraHusaumus fomkHa obecneuntb, u4TOObI BbIXOAHbIE
[aHHble NPOEKTUPOBaHUSA 1 pa3paboTku:

a) COOTBETCTBOBAMN TPEHOBAHUAM BXOAHBIX AAHHbIX;

b) 6binv apgekBaTHBIMM AN MOCNEAYLWNUX MNpoLECCOB
MpPOM3BOACTBA NPOAYKLMMN U OKasaHWs yCnyr;

C) cofep)Xanu Wian BKIKOYaNM CCbSIKM Ha TpebosaHusa Mo
MOHWUTOPUHIY W W3MEPEHUsSM U KpUTEPUM MNPUEMKM,
HaCKoJIbKO 3TO NPUMEHNMO;

d) onpenensnu xapakTepucTuku NpoayKuMu U ycnyr, cy-
LLIECTBEHHbIE ANA WX MPEAnofiaraeMoro HasHaudeHus,
6€30MacHOro 1 Hagexallero NpeaoCcTaBneHus.

OpraHu3aums [o/HKHa COXPaHSaTb [AOKYMEHTMPOBAHHYHO
MHMOpPMaUnIo 0 pe3ynbTaTax NPOEKTUPOBAHUS M paspa-
60TKU.

8.3.6 aMeHeHMs NPOEKTUPOBaHUA U pa3paboTku

OpraHusaumns gomkHa maeHTnduuMpoBaTb, aHannnpo-
BaTb W YNpaBnsiTb U3MEHEHUsSIMW, CAENaHHBIMWU BO BPeMs
WU Nocne NpoeKkTUPOBaHUS M pa3paboTkn MpoayKUMK U
ycnyr B obbeme, HeobxoanMoM ans obecneyeHns OTCyTCT-
BWS HEraTUBHOIO B/IMSIHWS HA COOTBETCTBUE TpeboBaHUsM.
OpraHu3zaums [O/MKHA COXpaHsATb AOKYMEHTUPOBaHHYIO
NMHOopMaLmIo:
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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 proce-
sses, products and services

8.4.1 General

The organization shall ensure that externally pro-
vided processes, products and services conform
to requirements.

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

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

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

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

The organization shall determine and apply crite-
ria for the evaluation, selection, monitoring of
performance, and re-evaluation of external pro-
viders, based on their ability to provide processes
or products and services in accordance with re-
quirements. The organization shall retain docu-
mented information of these activities and any
necessary actions arising from the evaluations.

8.4.2 Type and extent of control

The organization shall ensure that externally pro-
vided processes, products and services do not
adversely affect the organization’s ability to con-
sistently deliver conforming products and services
to its customers.

The organization shall:

a) ensure that externally provided processes re-
main within the control of its quality manage-
ment system;

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

¢) take into consideration:

1) the potential impact of the externally pro-
vided 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;
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a) 06 U3MEHEHUAX NPU MPOEKTUPOBaHUM U pa3paboTKe;
b) o pesynbTtatax aHanm3os.;
C) O CaHKLMOHMPOBAHUM U3MEHEHWUIA;

d) o encTBUAX, NPeANPUHATBLIX A8 NPeAoTBPaLlEHMS
HEraTUBHbIX NOCNEACTBUM.

8.4 YnpaBneHue BHELLHE NOCTaBJIIEMbIMU NpPoLeC-
caMu, npoAyKUMEN U ycrlyramm

8.4.1 O6wme nonoXkeHus

OpraHusauusi go/mkHa obecneunBatb, YTOOblI BHELLHE
MoCcTaBNsSIEMblE MPOLECChI, MPOAYKUMSI U YCIyru, COOTBET-
CTBOBaNM TpeboBaHusIM.

OpraHv3aums Ao/HKHa OMpeaensiTb Mepbl YNpaBeHus,
NMPUMEHUMbIE K BHELIHE MOCTaB/ISIEMbIM MpOLiEccaM, npo-
AYKUMW 1 yCyraM B Tex Cydasx, Koraa:

a) NpOAYKUMS U YCYrn OT BHELHMX MOCTaBLUMKOB npef-
Ha3HaueHbl AN BK/IKOYEHMS] B COCTaB COOCTBEHHOM
NpoAYKUMU U YCyr opraHu3auum;

b) npoaykumsa u ycnyrm nocraBnsftoTCS BHELWHWM NOCTaB-
LMKOM HEnocpeacTBEHHO noTpebutento(siM) oT UMeHM
opraHusaumu;

C) NpoLEecc MK 4acTb MpoLecca BbIMOHAETCS BHELIHMM
MOCTaBLUMKOM B pe3ynbTaTe MPUHATUS peLleHns opra-
HU3aunen.

OpraHunzaums JofmkHa onpeaenuTb U MPUMEHSTb Kpute-
puUM ONns OueHKW, Bblbopa, MOHUTOPWHra pesynbTaToB
AESTENbHOCTU 1 NMOBTOPHOW OLEHKM BHELUHMX MOCTaBLUM-
KOB Ha OCHOBE WX CMOCOBHOCTU BbIMOMHATL MPOLECCH
WM MOCTaBNATb NPOAYKUMIO M OKasaTb YCIyrm B COOT-
BETCTBUM C TpeboBaHMaMU. OpraHnsaums Ao/KHa coxpa-
HATb AOKYMEHTUPOBaHHYK WHMOpMaumio 06 3Tux aeu-
CTBMSIX U O NOBbIX HEOBXOAMMBIX AEUCTBUSX, BbITEKALO-
LUMX U3 OLIEHOK.

8.4.2 Tvn u cTeneHb ynpaBneHus

OpraHusauus pomkHa obecrneunBaTtb, 4YTOObl BHELUHe
MOCTaBfsieMble MPOLEeCChl, NPOAYKUMS U YCIyrM He oKa-
3blBasM HEraTUBHOIO B/IMSIHWSI HA@ CMOCOBHOCTb OpraHu-
3aUMmn MOCTOSIHHO NOCTaBNSATb CBOMM NOTpebuTensm co-
OTBETCTBYIOLIME MPOAYKLMIO U YCAYIW.

OpraHusauus JomkHa:

a) obecneumBaTb, YTOOLI BHELIHE MOCTaB/siIEMbIE MpoLec-
Cbl HaxoAnnucb noAa ynpasJZIEHNEM €€ CUCTeMbl Me-
HeMKMEHTa Ka4yecTBa;

b) onpenensTb Mepbl ynpaBneHus, KOTopble OHa Hamepe-
Ha MPUMEHSATb KaK K BHELUHEMY MOCTaBLUMKY, TaK U K
MoMy4YeHHOMY BbIXOAY;

C) NPUHATb K CBEAEHMIO:

1) noTeHUManbLHoe B/IMSAHWE BHELUHE MOCTABSEMbIX
MPOLIECCOB, NPOAYKLMWN M YCIYr Ha CNOCOBHOCTL Op-
raHM3aunM NOCTOSIHHO BbIMONMHATL TpeboBaHUSA Mno-
TpebuTens, a Takke MPUMEHUMble 3aKOHOAATESb-
Hble U HOPMATUBHbIE TPeBOBaHUS;

2) pe3ynbTaTUBHOCTb Mep YNpaBfieHUs!, NMPUMEHSIEMbIX
BHELLUHWMM MOCTABLLMKOM.
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d) determine the verification, or other activities,
necessary to ensure that the externally pro-
vided processes, products and services meet
requirements.

8.4.3 Information for external providers

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

The organization shall communicate to external

providers its requirements for:

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

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

c) competence, including any required qualifica-
tion of persons;

d) the external providers’ interactions with the
organization;

€) control and monitoring of the external provid-
ers’ performance to be applied by the organi-
zation;

f) verification or validation activities that the or-

ganization, 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 pro-
vision

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 meas-
urement activities at appropriate stages to
verify that criteria for control of processes or
outputs, and acceptance criteria for products
and services, have been met;

d) the use of suitable infrastructure and environ-
ment for the operation of processes;

e) the appointment of competent persons, includ-
ing any required qualification;

f) the validation, and periodic revalidation, of the
ability to achieve planned results of the  pro-
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d) onpenensitb BepudMKaUMIO UM UHbIE AEWCTBUS, He-
obxoaumble ans obecneyeHns TOro, YTO BHELUHE Mo-
CTaBnsieMble MPOLECChl, MPOAYKUMSI U YCIIYyrM COOTBET-
CTBYIOT TpeboBaHUsIM.

8.4.3 Nndopmauma ansa BHELWHUX NOCTaBLYMKOB

OpraHu3aums aomkHa obecneurBaTb aAeKBaTHOCTb Tpe-
60BaHNI 10 UX COOBLIEHNS BHELLIHEMY MOCTaBLLMKY.

OpraHunzaums gomkHa coobLlaTh BHELIHEMY MOCTaBLUMKY

cBou TpeboBaHus K:

a) npoueccaMm, NpoaykUMM W ycayraMm, MoAnexalimx mno-
CTaBKe;

b) opobpenntio:
1) npoaykummn u ycnyr;
2) METOAO0B, NPOLIECCOB 1 060pyA0BaHUS;
3) BbiNycKa NpoayKUUn U yCnyr;

C) KOMMETEHTHOCTK, BKOYas Nobyo0 Heobxoanmyto KBa-
nmdmrkaumio nepcoHana;

d) B3aMoAeNcTBUIO BHELIHEro MOCTaBUIMKa C OpraHu-
3auuen;

€) YNpaBneHWo 1 MOHWUTOPUHIY AeATENbHOCTU BHELLHEro
MOCTaBLUMKa, KOTOPbIE AO/MKHbI NMPUMEHATLCS B Opra-
HU3auuu;

f) peiictBMAM no BepudbUKaumMn UNKM Banuaaumm, KoTopble
opraHusauus, wnvM ee noTpebuTenb, HaMepeHbl OcCy-
LLeCTBNATb Ha MeCTe y BHELIHEro NoCTaBLLMKA.

8.5 NMpounsBoACTBO NPOAYKLIMM U OKa3aHue ycnyr

8.5.1 YnpaBseHue npoM3sBoACTBOM NPoOAYKLUN U
oKa3saHue ycnyr

OpraHusaums [o/mKHa OCYLLECTBNSTb NPOM3BOACTBO Mpo-
AYKUMW 1 OKa3aHue YCnyr B yrpaBsieMblX YCI0BUSIX.

YnpaBnsieMble YCoBusl AOMKHbI BKOUYATb, HACKOSbKO
3TO NPUMEHNMO:
a) AOCTYMHOCTb [AOKYMEHTUPOBAHHOW MHGOpMaUmMK, Ko-

TOpas onpegensert:

1) XapakTepucTukM Npou3BOAMMOW MPOAYKLMK, OKa-
3bIBAEMbIX YCNYT MW OCYLLECTBISIEMON AEATENbHO-
cTv;

2) pe3ynbTaTbl, KOTOPbIE AO/MKHbI 6bITb JOCTUrHYTHI;

b) Hamanyme wn uncnosib3oBaHUE pecypcoB, MnoaxoaAwnx
ana MOHUTOPWUHIa N U3MEpPEHNS,

C) OCYLLECTB/IEHVE AEATENbHOCTU MO  MOHUTOPUHIY U
M3MEPEHMIO Ha COOTBETCTBYIOLWIMX CTaausx Ans nog-
TBEPXXAEHUS, UTO KpUTEPUM ANS yNpaB/ieHns npouec-
CaMW MM UX pe3yfbTaTaMu, a TakKe KpUTepuu npu-
EMKM NPOAYKLMM W YCNYT BbINOSHAOTCS;

d) v“crnonb3oBaHMe NOAXOAALMX UHGDPACTPYKTYpbl U Cpe-
Abl AN BbINOIHEHMS NPOLIECCOB,

€) Ha3Ha4YeHne KOMMETEHTHOro nepcoHana, BKIYas nto-
6yto Tpebyemyto kBanudukaumio;

f) Banumauumio 1 NepuoaMUeckyto NOBTOPHYO BanuaaLuio
CMocoBHOCTM NPOLIECCOB MPOM3BOACTBA MPOAYKUMM WU
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cesses for production and service provision,
where the resulting output cannot be verified
by subsequent monitoring or measurement;

g) the implementation of actions to prevent hu-
man 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 out-
puts with respect to monitoring and measurement
requirements throughout production and service
provision.

The organization shall control the unique identifi-
cation of the outputs when traceability is a re-
quirement, and shall retain the documented in-
formation necessary to enable traceability.

8.5.3 Property belonging to customers or
external providers

The organization shall exercise care with property
belonging to the customer or external providers
while it is under the organization's control or be-
ing used by the organization.

The organization shall identify, verify, protect and
safeguard customer’s or external provider’s prop-
erty provided for use or incorporation into the
products and services.

When property of the customer or external pro-
vider is lost, damaged or otherwise found to be
unsuitable for use, the organization shall report
this to the customer or external provider and re-
tain documented information on what has oc-
curred.

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

8.5.4 Preservation

The organization shall preserve the outputs dur-
ing production and service provision, to the ex-
tent necessary to ensure conformity to require-
ments.

NOTE Preservation can include identification, handling,
contamination control, packaging, storage, transmis-
sion or transportation, and protection.

8.5.5 Post-delivery activities

The organization shall meet requirements for
post-delivery activities associated with the prod-
ucts and services.
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OKasaHus yciIyr 4oCTUraTb 3ansiaHMpOBaHHbIX pesyib-
TaToOB B TeX CJlyyasix, KOr4a KOHEYHbl pe3ynbTaT He
MOXeT 6bITb BepnmuMpoBaH NOCIeayWMM MOHUTO-
PVHIOM MW U3MEPEHNEM;

g) BbINOJIHEHWE AENCTBUI ANS NPeAoTBPaLLEHNs YesloBe-
YeCKMX OLKnBOK;

h) ocyulecTBneHune Bbinycka, NOCTaBKK M AENCTBUIA Nocne
NOCTaBKM!.

8.5.2 NpeHTndnkaumsa n npocnexmsBaeMocTb

OpraHusauus Ao/mKHA UCMosb30BaTh NoAxXoasUIMe cpen-
CTBa AN MAEHTMUKALMMN BbIXOAOB, KOrAa 3TO Heobxoam-
MO, Ans o6ecrneyeHns COOTBETCTBUS MPOAYKLUMM U YCTIyT.

OpraHusaums Ao/MKHA UAEHTUdUUMPOBATL CTATyC BbIXO-
JIOB MO OTHOLIEHUIO K TPEBOBAHMSIM K MOHUTOPUHTY W
M3MEPEHMSIM Ha BCEX CTafMAX MPOWU3BOACTBA W OKasaHWs

ycnyr.

OpraHv3aums JO/KHa YNpaBnsiTb YHUKaNbHOW WAEHTU-
vKaumen BbIXOAOB, KOrAA MPOCIEXUBAEMOCTb SBMSIETCS
TpeboBaHWeM, U COXpPaHATb AOKYMEHTUPOBAHHYIO MHDOP-
Maumio, HeobxoamMylo ans obecneyeHus MpociexuBae-
MOCTW.

8.5.3 Co6CcTBEHHOCTb, MPUHAAeXauwaa norpeéum-
TensiM WM BHELWWHUM NOoCTaBLUIMKaM

OpraHusaumns go/mkHa nposienasTb 3aboTy 0 cobcTBeHHO-
CTH, anHap,nexau.Lel‘/'l I'IOTpE6VITeJ'IFIM MM BHeWHUM No-
CTaBLUMKaM, KOra OHa HaxoauTca oA YnpaBfieHMEM op-
raHn3aumm nnm NCnoJib3yeTcs €lo.

OpraHusaumnsa [omkHa waeHTUduuMpoBaTb, Bepudbuum-
poBaTb, 3almLaTb N COXPaHSATb COBCTBEHHOCTL NOTPebu-
Tens UAW BHELIHEro nocTaBlyMKa, NPeaoCTaBNeHHYo Ans
NCMOJIb30BaHUS UM BKITHOYEHUS B NPOAYKLUMIO MW YCIYTI.

Ecnn cobcTBEHHOCTL MOTpebuTens WM BHELIHEro mno-
CTaBlMKa Oblfia noTepsiHa, MOBPEXAEeHa WM Mpu3HaHa
HEeMpUrogHoOW Ans UCMOMb30BaHWUS, OpraHn3auus AOHKHA
coobwmTb 06 3TOM NOTPebUTENO WM BHELIHEMY MO-
CTaBLUMKY W COXPaHSTb [JOKYMEHTMPOBAHHYI WMHMOpPMa-
LMIO O TOM, YTO NMPOU3OLLIO.

NPUMEYAHUE CobCcTBEHHOCTL MNOTPEOUTENS WM BHELLHEro
MocTaBLUMKa MOXET BK/toUYaTb B cebsi MaTepuarnbl, KOMMNOHEHTbI,
WHCTPYMEHTbl U 060pyaoBaHUe, 340aHUS U COOPYXEHUS, UHTeN-
NEKTYanbHy0 COBCTBEHHOCTb M NEPCOHasbHbIE AAHHbIE.

8.5.4 CoxpaHeHune

OpraHu3auma [O/MKHa COXPaHATb BbIXOAbl B Mpouecce
NpPOM3BOACTBA NPOAYKUMM U OKa3aHWsl ycnyr B TON Mepe,
KoTopasi HeobxoauMMma Ans obecrneyeHWs COOTBETCTBUA
TpeboBaHusM.

MPUMEYAHUE CoxpaHeHue MOXeT BK/oYaTb B cebs MaeHTu-
urKaumio, obpalleHne, KOHTPOSIb 3arpsA3HEHUs, YNaKoBKy, Xpa-
HeHWe, nepeaady Uiy TPaHCMOPTUPOBKY, 1 3aLLUMTY.

8.5.5 [lessTenbHOCTb NOC/Ie NOCTAaBKH!

OpraHusaums AO/MKHA BbINOMHATL TpeboBaHus K Aesi-
TENbHOCTM MOC/e MOCTaBKM, CBS3AHHOW C MpoAyKumei
Wnn ycnyramu.
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In determining the extent of post-delivery activi-
ties that are required, the organisation shall con-
sider:

a) statutory and regulatory requirements;

b) the potential undesired consequences associ-
ated 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 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 infor-
mation describing the results of the review of
changes, the person(s) authorizing the change,
and any necessary actions arising from the re-
VIEW.

8.6 Release of products and services

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

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

The organization shall retain documented infor-
mation 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

8.7.1 The organization shall ensure that outputs
that do not conform to their requirements are
identified and controlled to prevent their uninten-
ded use or delivery.

The organization shall take appropriate action
based on the nature of the nonconformity and its
effect on the conformity of products and services.
This shall also apply to nonconforming products
and services detected after delivery of products,
during or after the provision of services.
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Mpu onpeneneHun obbeMa TpebyeMoii AeaTeNnbHOCTH Mo-
Cfle MOCTaBKW, OpraHM3auusi A0HKHa MPUHATbL K cBeae-
HUIO:

a) 3aKoHOAAaTENIbHbIE N HOPMATUBHbIE Tpe6OBaHM$I.

b) noTeHuManbHblE HEXENATENbHbIE NOCNEACTBUS, CBSA-
3aHHble C NPOAYKUMEN U yCnyramu;

C) XapakTtep, NpUMEHEHNE U NPeanosiaraeMblii CpoK
CNyx6bl MX NPOAYKUMM U YCIIYT;

d) TpeboBaHus noTpedbutens;
€) obpaTHyto CBSI3b C NOTpebuTensMu.

MNMPUMEYAHUE [eiicTBUS MOCNe NOCTaBKM MOryT BKIOYaTb B
cebs AeicTBMSl MO 06eCcnevYeHnto rapaHTnM, KOHTPaKTHBIX 06si-
3aTeNbCTB, TAKMX KaK TexHuMYeckoe o6CnyxuBaHue, a Takxe
[OMNOSTHUTENbHbIE YCIYrK, TakMe Kak nepepaboTka WM OKOHYa-
TenbHoe yaaneHue.

8.5.6 YnpaBneHne nusMeHeHUsIMU

OpraHu3aumns Jo/mkHa aHanusnposaTb M YMpaBnsTb M3-
MEHEHNAMU Angd Npou3BoACTBa NpPoAYKUMN UTU OKa3aHUA
ycnyr, B obbeme, HeobxoauMoM ans obecneyeHust He-
NpepbIBHOr0 COOTBETCTBUSI TPEOOBAHUSAM.

OpraHusaums OO/MKHA COXPaHsATb [AOKYMEHTUPOBAHHYHO
MHGOPMaLMIO, ONWCHIBAIOLLYIO pe3ynbTaTbl aHanu3a us-
MEHEHWIN, CBEAEHMSI O NULAX, CAHKLMOHWPYIOWMUX M3Me-
HEHWe, U NtoBbIX HEOBXOANMbIX AENCTBUSX, BbITEKAOLLMX
13 aHanmsa.

8.6 Bbinyck npoayKuMu u ycnyr

OpraHv3aums Jo/MKHA BHEAPSTb 3arnjaHMpOBaHHbIE Me-
poMNpUATUS Ha COOTBETCTBYIOLWMX CTaausiX Ans Bepudwu-
KauuMu Toro, 4To TpeboBaHWs K MPOAYKUMM W yCnyram
BbIMOJTHSAOTCSI.

Bbinyck npoaykuuu n ycnyr ans notpeburtens He AoKeH
OCYLLeCTBNATLCA A0 Tex Mop, MoKa 3arnjiaHUpoBaHHbIE
MeponpusaTus He 6yayT yCnewHo 3aBepLleHbl, eCn MHoe
He yTBepXXAEeHO COOTBETCTBYIOLWMM OpPraHoM U, rae npu-
MeHWUMO, noTpebuTenem.

OpraHusaums [O/MKHa COXPaHSTb AOKYMEHTUPOBAHHYIO
MHOPMaLMIO O BbIMycke MPOAYKLUMM U ycnyr. JJOKyMeH-
TUpOBaHHast MHGOPMaLMS AOMKHA BKIOYATD!

a) CBUAETENbCTBA COOTBETCTBUSI KPUTEPUAM MPUEMKM;

b) npocnexuBaeMocTb B OTHOLWEHMM nnua(nuy), CaHKUmM-
OHupoBasLero(Mx) BbiMycK.

8.7 YnpaBneHue HeCOOTBETCTBYIOLMMM BbIXOAaMH

8.7.1 OpraHusauus AomkHa obecneunBatb, YTOGbl Bbl-
XO/lbl, KOTOpblE HE COOTBETCTBYIOT CBOMM TpeboBaHuAM,
BbINMM MAEHTUDULMPOBAHLI M HaxoaMNIUCL NoA ynpasne-
HMEM ANA NPeAoTBPaLIeHNs UX HenpeaHaMepeHHOro uc-
MoJIb30BaHWUS UMW MOCTaBKMU.

OpraHu3aums AoshkHa NpeanpuHaTb COOTBETCTBYHOLLME
[ENCTBUSl, UCXOAS M3 XapaKTepa HECOOTBETCTBUSI U €ro
BAVUSIHUSE Ha COOTBETCTBME MNPOAYKUMM W YCIyr. 3TO
[O/DKHO MPUMEHSITLCA TaKXKe K HECOOTBETCTBYIOLLEN MPO-
OYKUMM W yCnyraM, BbISIBSIEHHBIM MOC/E MOCTaBKWU Mpo-
JyKUMM, BO BPEMS WU NOC/IE OKa3aHMUs YCIyT.
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The organization shall deal with nonconforming
outputs in one or more of the following ways:

a) correction;

b) segregation, containment, return or suspen-
sion of provision of products and services;

¢) informing the customer;
d) obtaining authorization for acceptance under
concession.

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

8.7.2 The organization shall retain documented
information that:

a) describes the nonconformity;

b) describes the actions taken;

) describes any concessions obtained;

d) identifies the authority deciding the action in
respect of the nonconformity.

9 Performance evaluation

9.1 Monitoring, measurement, analysis and
evaluation

9.1.1 General

The organization shall determine:
a) what needs to be monitored and measured;

b) the methods for monitoring, measurement,
analysis and evaluation needed to ensure valid
results;

¢) when the monitoring and measuring shall be
performed;

d) when the results from monitoring and measu-
rement shall be analysed and evaluated.

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

The organization shall retain appropriate docu-
mented information as evidence of the results.

9.1.2 Customer satisfaction

The organization shall monitor customers’ percep-
tions of the degree to which their needs and ex-
pectations have been fulfilled. The organization
shall determine the methods for obtaining, moni-
toring and reviewing this information.

NOTE Examples of monitoring customer perceptions
can include customer surveys, customer feedback on
delivered products and services, meetings with cus-
tomers, market-share analysis, compliments, warranty
claims and dealer reports.
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OpraHusauust Ao/mMKHA OCYLLEeCTBAATb, B OTHOLIEHWUA
HECOOTBETCTBYIOLWMNX BbIXOA0B, cneaytowmne [eNCTBuUSA:

a) Koppekuuto,

b) nsonsauuio, yaepxxaHue, BO3BpaT WU NPUOCTAaHOBKY
MOCTaBKM NPOAYKUNM U OKa3aHUsl YCIyT;

C) vHdopMupoBaHue noTpedbutens;

d) nonyyeHne NoHOMOYMI ANsi NPUEMKK C PaspelLEHNEM
Ha OTK/IOHEHME.

CooTBeTtcTBME TpeboBaHMSAM AOMKHO ObITb BEpUbMUNPO-
BaHO MOC/1e KOPPEKLUMN HECOOTBETCTBYIOLLMX BbIXOAOB.

8.7.2 OpraHu3aums go/mkHa CoXpaHsaTb AOKYMEHTMPO-
BaHHYIO MH(OPMaLMIO, KOTOpas:

a) ONUCbIBAaET HECOOTBETCTBUE;
b) onucbIBaeT NpeanpuHATLIE AEUCTBUS;

C) onucbiBaeT Ntobble NoNyYeHHbIE pa3peLLeHns Ha OT-
KJIOHEHUE;

d) ykasbIBaeT Ha MOSIHOMOYHbIN OpraH Wiav nuuo, npu-
HsBLUEee ﬂGVICTBMe B OTHOLUEHUN HECOOTBETCTBUA.

9 OuyeHKa pe3ynbTaToB AEeATENIbHOCTU

9.1 MOHUTOPUHI, U3MEpPEHUE, aHa/IU3 U OLleHKa

9.1.1 O6wMe nonoXKeHus

OpraHusaumsa [0/MHKHa onpeaensTh:
a) YTO A0/MKHO MOANEXaTb MOHUTOPUHTY U U3MEPEHUSM;

b) MeTOAbl MOHUTOPWHIa, U3MEPEHUS, aHaNMN3a U OLEHKH,
HeobxoauMble ANns obecneyeHns JOCTOBEPHbIX pe3ysib-
TaToB;

C) KOrga AO/MKHbI NMPOBOAUTLCS MOHUTOPUHI U M3Mepe-
HUS;

d)koraa pesynbTaTbl MOHUTOPUHIA M U3MEPEHWUI [OMK-
Hbl BbITb NPOAHANM3MPOBaHbI U OLIEHEHI.

OpFaHVI3aL|,VI9| AOO/DKHa OUEHUBATb pPE3ynbTaTbl AEATESb-
HOCTU U pe3yNbTaTUBHOCTb CUCTEMblI MEHEIXKMEHTa Ka4ye-
CTBa.

OpraHusaumus AomKHa COXPaHsTb COOTBETCTBYIOLLYIO A0-
KYMEHTMPOBAHHYIO MH(MOPMaLMIO KaK CBUAETENLCTBO MO-
NYYEHHbIX pe3ynbTaToB.

9.1.2 YaoBneTBOpeHHOCTb NoTpeburens

OpraHuzaums [o/mkHa NPOBOAUTb MOHUTOPUHI A@HHBIX O
BOCMPUSITUM NOTPeBUTENEM CTEMeHW, C KOTOPOM BbIMON-
HeHbl ero TpeboBaHus U oxunaaHus. OpraHnzaums OoK-
Ha OonpeAenuTb MeTOAbl ANS MOSTyYeHWUs, MOHUTOPUHIa U
aHanusa 3TUX AaHHbIX.

MPUMEYAHWE TMpuvMepbl MOHUTOPUHIa BOCNpUSATUS NoTpebuTe-
NSt MOryT BK/OYaTh B cebs onpockl NoTpebuTenei, oT3biBbI MO-
TpebuTeneil 0 kayecTBe MOCTaBMIEHHbIX MPOAYKUMM U yCnyrax,
BCTpeUn ¢ notpebutensmMu, aHanu3 gonu pbiHka, 6narogapHoc-
TW, NPETEH3MM MO FAPaHTUIHBIM 06S13aTeNbCTBaM M OTUETHI AN-
Nlepos.
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9.1.3 Analysis and evaluation

The organization shall analyse and evaluate ap-
propriate data and information arising from moni-
toring 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 qua-
lity management system;

d) if planning has been implemented effectively;

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

f) the performance of external providers;
g) the need for improvements to the quality ma-
nagement system.

NOTE Methods to analyse data can include statistical
techniques.

9.2 Internal audit

9.2.1 The organization shall conduct internal au-
dits at planned intervals to provide information on
whether the quality management system

a) conforms to:

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

2) the requirements of this International
Standard;

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

a) plan, establish, implement and maintain an
audit programme(s) including the frequency,
methods, responsibilities, planning require-
ments 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 re-
ported to relevant management;

e) take appropriate correction and corrective ac-
tions 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 Management review
9.3.1 General
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9.1.3 AHaNu3 M oLleHKa

OpraHu3aums Jo/MKHA NPOBOAUTL aHANIN3 M OLIEHKY COOT-
BETCTBYIOIUMX [AHHbIX U MHGMOPMALMK, MOMYYEHHbIX B
pe3ynbTaTe MOHUTOPUHIA Y U3MEPEHUI.

Pe3yanaTb| aHann3a A0J/1KHblI NCMONb30BaTbCA AJ1 OLUEHKWU:

a) COOTBETCTBMS NPOAYKLMN U YCIYT;

b) cTeneHu yaoBneTBopeHHOCTU NoTpebuTenei;

C) pe3ynbTaToB AEATENbHOCTU U Pe3y/IbTaTUBHOCTU CU-
CTEMbl MEHEKMEHTA KauecTBa;

d) ycnewHo nv BbINOMHEHbI 3amn1iaHUpOBaHHbIE Meponpu-
ATUS;

€) pe3yNbTaTUBHOCTUN NPUHATLIX AENCTBUIA ANS yripaBne-
HUSA PUCKaMM Y BO3MOXXHOCTAMM;

f) pe3ynbTaToB AEATENBHOCTY BHELIHUX NOCTABLUMKOB;

g) HEO6XOAIMMOCTU B YNYULIEHNAX CUCTEMBI MEHEPDKMEHTA
KauecTBa.

MNPUMEYAHWE MeToabl aHanu3a AaHHbIX MOryT BK/OYaTb B
cebs cTaTucTuyeckme METoabI.

9.2 BHYTpPEHHUI ayauT

9.2.1 OpraHumsaumst [o/HKHA MpOBOAUTL BHYTPEHHME
ayauTbl 4Yepes3 3ansiaHMpoBaHHble MHTEpBasibl BPeMEHU
ana nonyyeHuda I/IHdJOpMaLWIVI, YTO CUMCTEMA MEHEeMKMEH-
Ta KayecTea

a) COOTBETCTBYET:

1) cobcTBeHHBIM TpeboBaHNMAM OpraHn3aumm K eé cu-
CTeMe MeHe[)KMEHTa KayecTBa;
2) TpeboBaHusAM HacTosiwero MexayHapogHoro CraH-
AapTa;
b) pe3ynbTaTMBHO BHeApeHa v NoaaepXUBaeTCs.

9.2.2 OpraHunsauust 4o/HKHa:

a) NIaHMpOBaTb, YCTAHOBUTb, BHEAPSATb M NOAAEPXMBATb
nporpamMmy(bl) ayauTa, BKIKOYas MNEpPUOANYHOCTb W
MeTOoAbl MX MpoBefeHus, OTBETCTBEHHOCTb, TpeboBa-
HUS K MJAHUPOBaHUIO M oT4yeTHOCTW. [Mporpamma(bl)
ayaMTOB [OJ/KHbI YUYMTbIBaTb 3HAYMMOCTb MNpoBepsie-
MbIX MPOLIECCOB; M3MEHEHWSs, BAMSIIOLLME Ha OpraHu-
3aumio, 1 pesynbTaThl NpeablayLmMx ayanTos;

b) onpenensTtb kpuTEpMM 1 06nacTb NPOBEPKU ANS KaX-
[0ro ayauTa;

C) BblbUpaTb ayaAMTOpPOB M MPOBOAUTL ayAWTbl TaK, YTO6LI
obecrneunBatb 06bLEKTUBHOCTL M 6HecnpucTpacTHOCTb
npouecca ayauTa;

d) obecneumBaTtb, UTO6bI pe3ynbTaTbl ayauToB OblIM Ne-
pedaHbl COOTBETCTBYIOLUMM PYKOBOAUTENSAM;

€) NpuHMMaTb HeobxoauMble KOPPEKUMM W  KOpPeKTU-
pylowme aencTens 6e3 HeoboCHOBAHHOM 3aAepPXKKU;

f) coxpaHsiTb [OKYMEHTMPOBaHHY0 MHdOPMaUMIo Kak
CBUAETENLCTBO BbINOIHEHWS NPOrpaMMbl ayanTa U pe-
3yNbTaToOB ayauTa.

MNPUMEYAHUE Cm. ctangapt ISO 19011 ans pykoBoACTBa.

9.3 AHanMn3 co CTOPOHbI PYKOBOACTBA
9.3.1 O6wmne nonoxeHus
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Top management shall review the organization’s
quality management system, at planned intervals,
to ensure its continuing suitability, adequacy, ef-
fectiveness and alignment with the strategic di-
rection of the organization.

9.3.2 Management review inputs

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

a) the status of actions from previous manage-
ment reviews;

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

c) information on the performance and effective-
ness of the quality management system, in-
cluding 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.

9.3.3 Management review outputs

The outputs of the management review shall in-
clude decisions and actions related to:

a) opportunities for improvement;

b) any need for changes to the quality manage-
ment system;

C) resource needs.

The organization shall retain documented infor-
mation as evidence of the results of management
reviews.

10 Improvement
10.1 General

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

These shall include:
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BbiClLee pyKOBOACTBO [IO/KHO MPOBOAMTb aHanu3 cucTe-
Mbl MEeHeI)KMEeHTa KayecTBa OpraHv3auuu 4yepes 3anna-
HUPOBaHHbIE MHTEpBasibl BPeMeHU, YTobbl 0becrneynBaTh
€€ MOCTOSIHHYIO MPUrOAHOCTb, aIEKBAaTHOCTb, PE3Y/bTa-
TMBHOCTb M COIMIACOBAHHOCTb CO  CTpaTermyeckum
HanpaB/IEHNEM Pa3BUTUS OpraHM3aLmn.

9.3.2 BxoaHble flaHHbIE AN1S1 aHa3a €O CTOPOHDI
pyKoBoAcCTBa

AHanu3 co CTOpOHbI PYKOBOACTBA A0/HKEH NJIaHMPOBaTb-
CS U MPOBOANTLCA C YUETOM:

a) cTaTyca AEWCTBUIM MO pe3yfbTaTaM Mnpeablaylimx aHa-
NTN30B CO CTOPOHbI PYKOBO/CTBA;

b) M3MEHEHWIN BO BHELWIHUX UM BHYTPEHHMX aKTopax, ka-
CaloLLMXCS CUCTEMBl MEHEIDKMEHTA KAYyeCTBa;

C) nHdopMaumm o pesynbTaTax AeSTeNbHOCTU U pe3ysib-
TaTUBHOCTM CUCTEMblI MEHEeIXKMEHTa KayecTBa, BK/IO-
Yyasi TeHAEHUMN B:

1) ynoBneTBopeHHOCTV NoTpebuTens n oT3biBax OT
COOTBETCTBYHOLLNX 3aUHTEPECOBAHHbIX CTOPOH;

2) cTeneHu, B KOTOPOW Lienn B 061acTh KayecTsa bbl-
NV JOCTUMHYTBI;

3) pe3ynbTaTax AesATeNIbHOCTU NPOLIECCOB N COOTBET-
CTBUW NPOAYKUMWN N YCIIYT;

4) HECOOTBETCTBUSAX U KOPPEKTUPYIOLLNX AEUCTBUSIX;

5) pe3synbTatax MOHUTOPUHIA U U3MEPEHUIA;

6) pesynbTaTax ayauTos;

7) NokasaTensx AesTe/IbHOCTU BHELWHUX MOCTaBLUMKOB;
d) cooTBeTCTBUM pecypCoB;

€) pe3ynbTaTUBHOCTV NPeANPUHSITLIX ASUCTBUMA ANs yrpa-
B/IEHUS PUCKaMMN N BO3MOXHOCTSAMM (cM. 6.1);

f) BO3MOXHOCTAX AN YNyYLLEHMS.

9.3.3 BbixoaHble fAaHHbIe aHa/iu3a Co CTOPOHbI py-
KOBOACTBa

BbixoaHble AaHHbIE aHanM3a Co CTOPOHbI PyKOBOACTBA
JO/MKHBI BK/IOYATh PELIEHUs U AENCTBUSA, CBS3@HHBIE C:
a) BO3MOXHOCTAIMU AN YNYULIEHUS;

b) nio6oi HeEObXOAMMOCTbIO B M3MEHEHMUSIX CUCTEMbI Me-
HeKMEHTa Ka4yecTBa;

C) NOTPebHOCTbLIO B pecypcax.

OpraHusaums [O/MKHa COXPaHSTb AOKYMEHTUPOBAHHYIO
MHbOPMaLMIO Kak CBUAETENbCTBO pe3y/bTaToB aHanu3a
CO CTOPOHbI PYKOBOZACTBA.

10 YnyuyweHue
10.1 O6wme nonoxeHms

OpraHusauus Ao/mkHa onpeaensTb U BblbnpaTb BO3MOX-
HOCTW ANt yNy4lleHnsl U BHeApsiTb niobble HeobxoamMble
[eNcTBUSA ANsl BbINOHEHUst TpeboBaHWi noTpebuTenei u
MOBLILEHNS YAOBNETBOPEHHOCTY NOTPEbUTENS.

3Ta feaTenbHOCTb A0/MKHa BKIOYaTh:
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a) improving products and services to meet re-
quirements 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 organization shall:

a) react to the nonconformity and, as applicable:
1) take action to control and correct it;

2) deal with the consequences;

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

1) reviewing and analysing the nonconformity;
2) determining the causes of the nonconformity;
3) determining if similar nonconformities exist,
or could potentially occur;

¢) implement any action needed;

d) review the effectiveness of any corrective ac-
tion taken;

e) update risks and opportunities determined dur-
ing planning, if necessary;

f) make changes to the quality management sys-
tem, if necessary.

Corrective actions shall be appropriate to the ef-
fects of the nonconformities encountered.

10.2.2 The organization shall retain documented
information as evidence of:

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

b) the results of any corrective action.
10.3 Continual improvement

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

The organization shall consider the results of
analysis and evaluation, and the outputs from
management review, to determine if there are
needs or opportunities that shall be addressed as
part of continual improvement.
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a) ynydweHne nNpoayKuumM U ycnyr Ansi BbiNOJIHEHUS Tpe-
60BaHMI, a TaKke yJyeT 6yaylwmx noTpebHocTen u
OXUAaHWUIA;

b) KOppeKuMio, NpefoTBPALLEHNE WM CHUKEHUE HEXe-
naTenbHbIX NOCNeaCTBUN;

C) ynyuileHue ¢yHKUMOHMPOBAHUS U pe3yNbTaTUBHOCTY
CUCTEMbI MEHEDKMEHTA KauecTBa.

MPUMEYAHUE MpuMepbl yny4lleHuidt MOryT BK/IOYaTb KOppeK-
LMIO, KOPPEKTUpYIoLLME AeCTBUS, MOCTOSIHHOE YNyulleHue,
NPOpbIBHOE U3MEHEHWE, NHHOBaLMKN N peopraHu3auuio.

10.2 HecoOTBETCTBUSA U KOppPEKTUpYIOLLMe AeACTBUSA
10.2.1 MNpw BbISIBNIEHUN HECOOTBETCTBMI, BK/ItOYAs Nio-
6ble, BbITEKAIOLIME M3 NPETEH3UI, OpraHM3aUuns AO/MKHa:

a) pearnpoBaTb Ha HECOOTBETCTBME M, HACKOMbKO Mpu-
MEHWUMO:

1) npeanpuvHUMaTL AENCTBKS MO €ro YnpaBeHuto 1
KoppeKuuu;
2) npeanpyHMMaTh AENCTBUS B OTHOLUEHWM NOCIEACTBUIA;

b) oueHnBaTb HEOBXOAMMOCTb AEUCTBWI ANSI YCTPAHEHWS!
MPUYMH(bl) HECOOTBETCTBUSA, YTOObI OHO He MOBTOPS-
NOCb U He BO3HWKA/IOo B IPYroM MECTe, NOCpeaCTBOM:

1) aHanm3a HeCooTBETCTBUS;
2) onpeaeneHunst NpUYnH HECOOTBETCTBMS;
3) onpegeneHus, eCTb 1 NOAO6HbIE HECOOTBETCTBMS
WK MOrNIM 6bl OHW MOTEHUMASIBHO NPOU30NTH;
C) BbIMNOJIHATL Nt06ble HEOBXOAUMBIE AENCTBUS;

d) npoaHanuanpoBaTb pe3yNbTaTUBHOCTL JHOBLIX nNpea-
MPUHSTBIX KOPPEKTUPYIOLMX AEUCTBUN;

€) 06HOBNATL MH(OPMAUMID O pUCKax M BO3MOXHOCTSIX,
BbISIBSIEHHBIX MPKW MJIaHNPOBaHUN, ecnv HeobxoanMo;

f) BHOCUTb M3MEHEHWUSI B CUCTEMY MEHEMKMEHTa Kaue-
CTBa, ecnm HeobxoanMmo.

KoppekTupytolme AeicTBMS JO/MKHbI COOTBETCTBOBATb
NOCNEACTBUSIM BbISIBNIEHHbIX HECOOTBETCTBUM.

10.2.2 OpraHusaums A0o/mMKHa COXpaHATb AOKYMEHTUPO-
BaHHYO MH(OPMaLIMIO KaK CBUAETENLCTBO!

a) XapakTepa HECOOTBETCTBMI U NoBbIX NnocneayoLwmx
NpeanpuUHSTbLIX AeACTBUN;

b) pe3ynbTaToOB NO60r0 KOPPEKTUPYIOLLErO AENCTBUS.
10.3 NocTosiHHOE ynyulueHue

OpraHusauus Ao/mKHA MOCTOSIHHO  yNyylwaTb MpuUroa-
HOCTb, aAEKBAaTHOCTb W pe3yNbTaTUBHOCTb CUCTEMbI Me-
HePKMeHTa KayecTBa.

OpFaHMBaLlMFI OO0JDKHA pacCMaTpuBaTb PE3yNbTaTbl aHa-
NI3a N OUEHKWU, a TaKXeE pe3yNibTaTbl aHa/lM3a MEHEeOX-
MEHTa Anga onpeaeneHna Toro, MMeKTCa Nn I'IOTpe6HOCTl/I
nnn BO3MOXHOCTH, KOTOpPbIE AO/MKHbI 6bITb peann3oBaHbl
B paMKaX MOCTOAHHOIO yny4lleHus.
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Annex A
(informative)

Clarification of new structure, termi-
nology 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 man-
agement systems standards.

There is no requirement in this International
Standard for its structure and terminology to be
applied to the documented information of an or-
ganization’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 pro-
cesses operated by the organization and infor-
mation 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 opera-
tions (e.g. using “records”, “documentation” or
“protocols” rather than “documented infor-
mation”; or “supplier”, “partner” or “vendor” ra-
ther than “external provider”).

Table A.1 shows the major differences in termi-
nology between this edition of this International
Standard and the previous edition.

MpunoxxeHue A
(cnpaBo4yHoE)

MosiCHEHNs K HOBOM CTPYKType, TEpMUHbI
M onpeaeneHusaM

A.1 CTpyKTypa n TepMHUHONIOrns

CTpykTypa pa3genos (T.e. mocnefoBaTeNbHOCTb pasje-
NIOB) M HEKOTOPble TEPMMHbLI B 3TOW peaakuuM Hactos-
wero MexayHapogHoro CraHpapTa, MO CpPaBHEHWUIO C
npeapbiaywern Bepcment (ISO 9001:2008), 66N M3MEHEHBI
ANS YNydlleHUs COBMECTMMOCTU C APYrMMM CTaHaapTamu
Ha CUCTEMbl MEHEAXKMEHTA.

B Hactosiwem MexayHapogHoM CraHaapTe HeT TpeboBa-
HUS O NPUMEHEHUW €ro CTPYKTYpbl U TEPMWMHOAOMMM K
I,CI,OKYMeHTl/IpOBaHHOl\/JI VIHd)OpMaLWIVI CNCTEMbI MEHEMKMEH-
Ta Ka4yecTBa OpraHusaumm.

CTpykTypa pasgenoB npeaHasHauyeHo Ansi obecneyeHust
NOC/IEA0BATENbHOTO M3/IOXEHWUSI TPeboBaHUWA, HEXenn
CNy>XUTb MOAENbLIO ANd AOKYMEHTUPOBAHUA MONNTUK, Le-
neit 1 npoueccoB opraHuzaumn. CTpyKTypa U coaepa-
HUE [OKYMEHTUPOBAHHON WMH(OPMaUUM, OTHOCALIENCS K
CUCTEME MEHEMXMEHTA KAYeCTBa, 3a4acTylo MOXET 6biTb
6onee 3HauMMOW ANa ee Monb3oBaTeNel, ecin oHa CBS-
3aHa Kak C NpoLeccamu, BbIMOJIHAEMbIMK B OpraHM3aLui,
TaK U MHGOPMaLIMEN, NOAAEP)KMBAEMOW ANS STUX LIENEN.

HeT TpeboBaHusl, 4TO6bl TEPMMHBLI, UCMONb3YEMbIE B Op-
raHu3auum Ans yctaHoBneHust TpeboBaHU K cucteMe Me-
HeMKMEHTA KayecTBa, Obl/IM 3aMEHEHbl HAa TEPMUHbI, UC-
nonb3yemMble B Hactosiwem MexayHapogHoMm CTaHgapTe.
OpraHusauus MOXeT BblbpaTb Te TePMUHbI, KOTOPbIE NOA-
XOOSaT Ona ee paesAtenbHOCTM (HanpuMmep, UCnosib30BaTb
«3anncb», <«OOKYMEHTaUMUsI» WM <NPOTOKOMbI» BMECTO
«[0OKYMEHTUPOBaHHas MHMOPMaLUMS»; N «NOCTaBLLMK>,
«MapTHEpP» WU «MNpoAaBeL» BMECTO «BHELUHWI NoCcTaB-
LMK ).

Tabnmua A.1 nokasbiBaeT OCHOBHbIE OTINYMS B TEPMUHAX

MeXxay 3TOM pefakumelt Hactoswero MexayHapogHOro
CraHpapTa 1 npeablaylien peaakumen.

Table A.1 — Major differences in terminology between 1SO 9001:2008 and ISO 9001:2015
Ta6nuua A.1 — OCHOBHbIE OT/IMUUSA B TepMuHax Mexxay IS0 9001:2008 v ISO 9001:2015

IS0 9001:2008

IS0 9001:2015

Products Products and services
(Npoaykums) (Npoaykumsa n ycnyrn)
Exclusions Not used
(Uckntoyeruns) (He ucnonb3yetcs)

See Clause A.5 for clarification of applicability
(cm. Pazgen A.5 € NOSICHEHMEM MO NMPUMEHEHUIO)

Management representative
(NpeacTaBuTeNb PyKOBOACTBA)

Not used

(He ncnonb3yetcs)

Similar responsibilities and authorities are assigned

but no requirement for a single management representative

(Takoro poaa OTBETCTBEHHOCTb M MOSIHOMOYMSI HA3HAYaKoTCs,
HO HeT TpeboBaHMs MMETb OAHOrO NpeACTaBUTENS! PYKOBOACTBA)

150 9001:2015
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IS0 9001:2008

IS0 9001:2015

Documentation, quality manual, documented
procedures, records

(JokyMeHTauusi, pyKOBOACTBO MO KayecTsy,
[IOKYMEHTMPOBAHHbIE NpoLeaypbl, 3an1cK)

Documented information
(JokyMeHTMpoBaHHas MHdopMaums )

Work environment
(Pabouas cpena )

Environment for the operation of processes
(Cpepa ans BbINOHEHMS MPOLIECCOB )

Monitoring and measuring equipment
(O6opyanoBaHWe ANt MOHUTOPWHIA Y U3MEPEHMIA)

Monitoring and measuring resources
(Pecypcbl Anst MOHUTOPUHIA U M3MEPEHUIA)

Purchased product
(3akynneHHas npoayKums )

Externally provided products and services
(BHewHe nocTasnisieMble NpoAyKUUS U yCyrn)

Supplier
(MocTaBWwykK)

External provider
(BHELWHWIA NOCTaBLLMK)

A.2 Products and services

ISO 9001:2008 used the term “product” to in-
clude all output categories. This edition of this
International Standard uses “products and ser-
vices”. The term “products and services” includes
all output categories (hardware, services, soft-
ware and processed materials).

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 con-
formity 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 expecta-
tions of interested parties

Subclause 4.2 specifies requirements for the or-
ganization to determine the interested parties
that are relevant to the quality management sys-
tem 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 stat-
ed 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.
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A.2 Mpoaykums n ycnyrm

Crangapt ISO 9001:2008 wncnonb3yeT TepMUH «MpoayK-
ums», ytobbl OXBAaTUTb BCE KATEropuu BbIXOAOB. JTa pe-
Jakumsa Hactosiwero MexayHapogHoro CTraHgapTa uc-
Monb3yeT TEPMUH «MPOAYKUMS U yCiyrn». TepMUH «npo-
OYKUMS U yCnyrn» BKJIIOYAET B cebs BCe KaTeropum Bbl-
X0OoB (TexHW4yeckme CpeacTBa, YCIyru, nporpaMmmHble
cpeactea u obpabaTbiBaeMble MaTepuansl).

CneunanbHoe BKJIIOYEHME «YyCnyr» MpeaHa3HavyeHo ans
TOro, YTo6bl MOAYEPKHYTh PasfIMuME Mexay NpoayKuuei
W ycnyramy B YacTW MpUMEHeHWs psaa TpeboBaHuit. Xa-
PaKTEPHON OCOBEHHOCTBIO YCIYr SIBASETCA TO, 4YTO, MO
KpaWHel Mepe, YacTb BbIXOAA OCYLIECTBNISETCS NpU B3au-
MOZENCTBMM C NOTpebutenemM. 3To 03Ha4YaeT, HanpuMmep,
YTO COOTBETCTBUE TpeboBaHMAM He Bcerga MoxeT 6biTb
NOATBEPXKAEHO A0 OKa3aHMs YCNyriu.

B 60MbLIMHCTBE ClyYaeB TEPMUHbI «MNPOAYKUNS U YCIy-
MM>» MCMOsb3yloTCs BMecTe. BONbLUMHCTBO BbIXOAOB, KO-
TOpble OpraHM3auUMn NOCTaBSOT NOTPEBUTENSM UK MO-
Ny4aloT OT BHELWHMX MOCTaBLUMKOB, BK/OYAET B cebs u
npoaykumst u ycnyru. Hanpumep, MatepuanbHas unm He-
MaTepuasibHasi NpoAyKUMS MOXET WMETb CBS3aHHYKO C
HeW YCNyry WUnu ycnyra MOXET UMETb CBSI3aHHYIO C HeMl
MaTepuasbHyO UM HEMAaTEPUAsbHYIO MPOAYKLUMIO.

A.3 NMoHuMaHHue NoTpe6bHOCTel U OXXMAAHWUI 3auH-
TepecoBaHHbIX CTOPOH

Pasgen 4.2 ycraHaBnuBaeT TpeboBaHuWs ANns opraHu3a-
UMM onpefensTb 3auHTEPECOBaHHbIE CTOPOHbI, KOTOpbIE
MMEIOT OTHOLLUEHME K CUCTEME MeHeKMEeHTa KayecTBa, U
TpeboBaHUS 3TUX 3aUHTEPECOBaHHbIX CTOPOH. OpHako
pasgen 4.2 He nofpasymMeBaeT paclumMpeHne TpeboBaHui
K CuCTeMe MeHeXMeHTa kayecTBa 3a paMku obnactu
npuMeHeHns Hacrtosiwero MexayHapoaHoro CraHgapTa.
Kak ycTaHoBneHo B 0611acTu NpPUMEHEHMUs, HACTOSILLMIA
MexayHapoaHblit CTaHAapT npuMeHsieTcs Torga, korga
opraHusaumMm HeobxoaMMO MNPOAEMOHCTPUPOBATL CBOK
CMOCOBHOCTb MOCTOSAHHO MOCTaBAATb MPOAYKLUMIO U YCAy-
r, COOTBETCTBYIOLWME TpeboBaHNAM noTpebutens u npu-
MEHMMbIM 3aKOHOAATENbHBIM W HOPMaTUBHbIM TpeboBa-
HUAM, @ Takke Korga OHa HaueneHa Ha noBblleHWe yao-
BNETBOPEHHOCTM NoTpebutens.
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There is no requirement in this International
Standard for the organization to consider inter-
ested parties where it has decided that those par-
ties 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 sys-
tem.

A.4 Risk-based thinking

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

One of the key purposes of a quality manage-
ment system is to act as a preventive tool. Con-
sequently, this International Standard does not
have a separate clause or subclause on preven-
tive action. The concept of preventive action is
expressed through the use of risk-based thinking
in formulating quality management system re-
quirements.

The risk-based thinking applied in this Interna-
tional 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 infor-
mation and organizational responsibilities.

Although 6.1 specifies that the organization shall
plan actions to address risks, there is no require-
ment for formal methods for risk management or
a documented risk management process. Organi-
zations 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 applica-
tion of risk based thinking and the actions it takes
to address risk, including whether or not to retain
documented information as evidence of its de-
termination of risks.
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B HacTosiwem MexayHapogHoM CraHgapTte HeT Tpebosa-
HWS K OpraHvM3auMm paccMaTpuBaTb Te 3auHTepecoBaH-
Hble CTOPOHbI, KOTOPblE OTHECEHbI OpraHM3aumMen K KaTe-
ropuvn He3HaYMMbIX 411 €e CUCTEMbl MEHEXKMEHTa Kade-
ctBa. OpraHmsaumsl cama peLuaeT, SIBSETCS I KOHKPET-
Hoe TpeboBaHME COOTBETCTBYIOLLEN 3aMHTEPECOBaHHOM
CTOPOHbl MMELNM OTHOLLEHME K €é cuCTeMe MeHeaxX-
MEeHTa KayecTBa.

A.4 PUCK-OpUEHTUPOBaHHOE MbIlWJIEHUE

KoHuenuusi pucK-OpuUeHTUPOBAHHOIO MbILLIEHNST MPUCYT-
CTBOBasa M B NpeablayLimMX Bepcusx Hacrosiwero Mexay-
HapogHoro CTaHaapTa, Hanpumep, B TpeboBaHMUaX K nna-
HMPOBAHMIO, aHanNu3y M ynydweHuio. Hactosawmin Mexay-
HapoaHbln CTaHAapT ycTaHaBAMBaeT TpeboBaHUS K opra-
HM3auMK NOHMMaTb eé KOHTEKCT (cM. 4.1) 1 onpeaenvTb
PUCKK, KaK OCHOBY AN5 NiaHupoBaHus (cM. 6.1). 310 oT-
paXaet npunMeHEHNE pPUCK-OPUEHTUPOBAHHOIO MbILLE-
HMS K MAAHMPOBAHMIO U BbIMOMHEHMIO MPOLIECCOB CUCTE-
Mbl MEHEKMEHTa KayecTea (cM. 4.4) n 6yget nomoraTthb B
onpeaeneHMn obbeMa AO0KYMEHTMPOBAHHON MHMOPMaLMK.

O,ClHa N3 K/KOYEBbIX U,erIEI\/‘I CUCTEMbI MEHEXKMEHTa Ka4ye-
CTBa — OEWCTBOBATb KakK WMHCTPYMEHT MpenyrnpexaeHus.
Mo3ToMy HacTosAWwmMi MexayHapoaHbit CTaHaapT He nMme-
€T OTAeNbHOro pasaena wau noapasgena no npeaynpe-
Xpawowmum aeictemsaM. KoHuenuus npeaynpexxaatowmx
[ENCTBUIA BblpaXkeHa MOCPEACTBOM TMPUMEHEHUSI PUCK-
OPWEHTMPOBAHHOIO MbilUNIEHMS Npu (HOpMYyNMpPOBKE Tpe-
60BaHUIN CUCTEMBI MeHeMKMEHTa KayecCTBa.

PUCK-OpMEHTUPOBaHHOE  MbILWNEHNE, MPUMEHSIEMOE B
HacTosweM MexayHapogHom CraHaapTe, crnocobcTBoBa-
N0 HEKOTOPOMY CHUDKEHUIO YMCNa AMPEKTUBHBLIX TpeboBsa-
HWI 1 3aMeHbl UX TpeboBaHWSIMM, OCHOBAHHLIMU Ha pe-
3ynbTatax AesTenbHOCTU. 3TO MOBLICMAO TMOKOCTL MO
cpaBHeHuio ¢ ISO 9001:2008 B TpeboBaHMsX K mpouec-
caM, JOKYMEHTMPOBaHHOM MHQOpMauMn 1 0653aHHOCTAM
B OpraHusaumm.

XoTa 6.1 ycTaHaBnMBaEeT, YTO OpraHM3auus AoSHKHa nnia-
HUpPOBaTb AEWCTBMS MO YNPaBIEHUIO pUCKaMK, HET Tpebo-
BaHWS NO npuMeHeHnio opManbHbIX METOAOB Yrpasre-
HUS pUCKaMn UM JOKYMEHTUPOBAHHOrO npouecca ynpa-
BNeHust puckamu. OpraHu3aumm MOryT pelunTb, cneayer
nn pa3pabaTbiBaTb 60M€e WNPOKYID METOAOSIONMO ynpa-
BNIEHMS pUCKaMK, YeM 3To Tpebyerca HactosiwmM Mex-
AyHapoaHbiM CTaHAapTOM, HarnpuMmep, 3a CYET fnpuMeHe-
HUSA APYrMX pYKOBOACTB WKW CTaHAapTOB.

He Bce npouecchl CUCTEMbI MEHEMDKMEHTA KavecTBa npea-
CTaBNSIOT PaBHbIN YPOBEHb pUCKA B YacTy CMOCOBHOCTM
opraHv3auMm JoCcTuraTb ee uenv U BAusiHMe Heornpeje-
NEHHOCTU He SIBNSIeTCS OAMHAKOBbIM ANS OpraHusauui. B
COOTBETCTBMU C TpeboBaHsMK pa3gena 6.1 opraHusauums
OTBETCTBEHHA  NPUMEHEHWE  PUCK-OPUEHTUPOBAHHOIO
MbILUMIEHNS], @ TaKXe 3a AEeWCTBMS MO YNPaBfEHWUIO pUC-
KaMu, BK/OYAs peLlleHne, COXPaHSATb MW HET OOKYMeH-
TUPOBaHHY0 MHMOPMaUMIO, KaK CBUAETENbCTBO Onpeae-
NeHNA PUCKOB.
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A.5 Applicability

This International Standard does not refer to “ex-
clusions” in relation to the applicability of its re-
quirements to the organization’s quality manage-
ment system. However, an organization can re-
view the applicability of requirements due to the
size or complexity of the organization, the man-
agement model it adopts, the range of the organ-
ization’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 can-
not 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 fail-
ure to achieve conformity of products and ser-
vices.

A.6 Documented information

As part of the alignment with other management
system standards, a common clause on “docu-
mented 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 ISO 9001:2008 used the term “records” to
denote documents needed to provide evidence of
conformity with requirements, this is now ex-
pressed 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 infor-
mation 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 “in-
formation” 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 situa-
tions, the organization can decide whether or not
it is necessary or appropriate to maintain docu-
mented information.
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A.5 NpuMeHNMOCTb

Hactosiwmin  MexxayHapoaHbii  CTaHaapT He  COAepXWT
CCbINIOK HA <«MUCK/OYEHUS» B OTHOLUEHWUWU MPUMEHUMOCTU
ero TpeboBaHUN K CUCTEME MeHEMKMEHTa KayecTsa op-
raHmsaumn. TeM He MeHee, OpraHu3aumns MOXET aHanu-
31pOoBaTb MPUMEHNMOCTb TPeGOBaHUIN B CBA3M C €e pas-
MEPOM WU CIOXHOCTbLIO, MPUHATON MOAENbIO MEHEMK-
MEHTa, [Mana3oHOM [AEATENbHOCTM OpraHuM3auumM U Xxa-
paKTEPOM PUCKOB M BO3MOXHOCTEW, C KOTOPbIMKW OHa
CTaNKMBaeTCA.

TpeboBaHMs K MPUMEHUMOCTM YCTAHOBMIEHbI B pa3zene
4.3, onpeaensitowmii yCnoBusi, Npyu KOTOPbIX OpraHn3aums
MOXET MPUHATb PeLleHne, YTO TO WM MHoe TpeboBaHue
He MOXeT 6bITb NMPUMEHEHO K KakoMy-nnbo npoueccy B
paMkax o6nacT AeiCTBUS CUCTEMbl MEHEMKMEHTA Kade-
crBa. OpraHmsaumst MOXeT MPUHATb peLleHne, 4YTo Tpe-
60BaHME He NMPUMEHMMO, TOJSIbKO €C/IN 3TO PELLUEHUE He
npuBeaéT K HecrnocobHocTn obecneunTb COOTBETCTBUE
NPOAYKLUUN 1 yCnyr.

A.6 lokymeHTUpOBaHHas uHpopmauus

B pamkax cornacoeaHus C ApyrMMu CTaHdapTamu Ha cu-
CTeMbl MeHeMKMeHTa ob6wuii pasgen  «JoKyMeHTUpo-
BaHHasa MHdopMaumsa» 6bl1 NPUHAT 6€3 CyLLEeCTBEHHbIX U3-
MEHEHWIN UK AOMNONHEHUI (cM. 7.5). TaM, rae BO3MOXHO,
TeKCT HacToswero MexayHapoaHoro CraHaapTta 6bii npu-
BeAEH B COOTBETCTBME C 3TUMM TpebosaHuamu. CooT-
BETCTBEHHO, TEPMUH «OKYMEHTMPOBaHHAs MH(OpMaLms»
NPUMEHSETCS BO BCEX TPEOOBaHMAX K OKYMEHTALMM.

Tam, rae B ISO 9001:2008 ncnonb3oBanuchb cneuunasnbHble
TEPMUHbI, TaKUE KaK «AOKYMEHT» WK «A0KYMEHTUPOBaH-
Hble MpoueaypbI», «PyKOBOACTBO MO KaYeCTBY» WM «MJaH
KayecTBa», B HacTosiweMm MexayHapoaHoM CraHaapTe
onpepeneHbl TpeboBaHus «nopdepaTb [OKYMEHTUPO-
BaHHYIO MHQOpMaLUnIo».

Tam, rge B ISO 9001:2008 mcnonb3oBanca TepMUH «3a-
nucu» ans 0603HaveHus JOKYMEHTOB, HeobxoaMMbIX Ans
obecrneyeHnst CBUAETENLCTB COOTBETCTBUS TpeboBaHMsIM,
ceilyac 370 BblpaXkeHO Kak TpeboBaHME «COXPAHSATb AOKY-
MEHTMPOBaHHYO MHopMaumio». OpraHnsaumsl HeceT oT-
BETCTBEHHOCTb 3a OrnpeaeneHne, Kakyld AOKYMEHTUPO-
BaHHYl0 WHdOPMaLMIO HeobXOAMMO COXPaHsATb, KaKoW
Mepuoa BPEMEHW WU KakoW HocuTenb 6yaeT WCnonb30-
BATbCS A/l €r0 COXpaHeHusl.

TpeboBaHue «noaaepXaTb» [OOKYMEHTUPOBAHHYHO WH-
opMaLmio He UCKTOYAET BO3MOXHOCTM TOrO, YTO opra-
HM3aLMM MOXET Takoke NOTPe6OBaTbC «COXPaHATb» 3TY
e [IOKYMEHTUPOBaHHYI0 MHGOPMaLMIo AN KOHKPETHBIX
Lenen, HanpuMep, COXpaHUTb Npeablaylme BEpCUn.

Tam, rae HacToswmin MexxayHapogHbiii CTaHaapT MCnosb-
3yeT TEPMUH «MH(OpMaLMs» BMECTO «AOKYMEHTUPOBaH-
Has wuHdopmauus» (Hanpumep, B 4.1: «OpraHusauus
[OMKHA OTCNeXUBaTb U aHanuamposaTb MHbOopMaLuio 06
3TUX BHELUHMX W BHYTPEHHUX (hakTopax»), 3TO He O3Ha-
yaeT TpeboBaHUs, YTO 3Ta MHGOPMaLMs A0MKHA ObITb A0-
KyMeHTMpoBaHa. B Takux criyyasx opraHu3aumsi MoxeT
camMa pelwatb, SBMSETCS NI ynpaBfieHne AOKYMEHTUPO-
BaHHOW MHbOpMaLumen HeobXxoaNMbIM UK NPUMEHWUMBIM.
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A.7 Organizational knowledge

In 7.1.6, this International Standard addresses
the need to determine and manage the
knowledge maintained by the organization, to
ensure the operation of its processes and that it
can achieve conformity of products and services.

Requirements regarding organizational knowledge
were introduced for the purpose of:

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

— through staff turnover;
— failure to capture and share information;

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

— learning from experience;
— mentoring;
— benchmarking.

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

All forms of externally provided processes, prod-
ucts and services are addressed in 8.4, e.g. whe-
ther through:

a) purchasing from a supplier;
b) an arrangement with an associate company;

) outsourcing processes to an external provider.

Outsourcing always has the essential characteris-
tic of a service, since it will have at least one ac-
tivity necessarily performed at the interface be-
tween the provider and the organization.

The controls required for external provision can
vary widely depending on the nature of the pro-
cesses, products and services. The organization
can apply risk-based thinking to determine the
type and extent of controls appropriate to par-
ticular external providers and externally provided
processes, products and services.
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A.7 3HaHuS B OpraHMsauum

B pa3gene 7.1.6 HacToswero MexayHapoaHoro CraHaap-
Ta yCTaHoBfieHa Heobx0AMMOCTb onpefensTtb W ynpas-
NATb 3HAHMSIMKU, UMEIOWMMUCS B OpraHnsauMn Ans Toro,
yTOb6blI 0bEecneunTb YHKLMOHMPOBAHME e€ NMpPOLIECCOB, U
YTO OHa MOXEeT AOCTMYb COOTBETCTBMS MPOAYKUMM U
yCcnyr.

Tpe6oBaHWsi, OTHOCALIMECS K KOPMOPATUBHBIM 3HAHUSM
6binM BBEAEHbI B LIENAX:

a) 3alMTbl OpraHM3aLMmn OT NoTepy 3HaHWIM, HanpuMep,
— NpU CMeHe NepcoHana;

— MpW HEBO3MOXHOCTW MOMyYeHMs uin obmMeHa nHgop-
MaLmen;

b) MoTuBaUMKM opraHnzaunn K NOSYYEHUIO 3HAHWIA,
Hanpumep,

— npu 0by4yeHnn Ha co6CTBEHHOM OMbITE;
— MpW HaCTaBHUYECTBE;
— npu 6eHYMapKuHre.

A.8 YnpaBsieHMe BHelUHe NocTaB/iIieMbIMU NPOAYK-
umMen n ycnyramm

Bce dopMbl BHelWHe MOCTaBAsSeMbIX NPOAYKUMM W YCayr
paccMoOTpeHbl B pa3aene 8.4,, HanpuMep, Yepes:

@) 3aKynKW y nocTaBLLMKa;
b) cornalieHuns ¢ koMnaHuein, SBNSIOLLENCS NapTHEPOM;

C) nepedayy NPOLIECCOB Ha ayTCOPCUHI BHELIHEMY MOC-
TaBLUMKY.

AYTCOPCMHI BCEra MMEET CYLLECTBEHHYIO XapaKTEPUCTM-
Ky YCNyru, Tak kak 6yaeT MMeTb XOoTa 6bl OMH BUA Aesi-
TENbHOCTW, 0653aTeNIbHO BLINOJIHEHHOE MpW B3aUMOAEN-
CTBMM MeXAY MOCTABLUMKOM W OpraHu3aumen.

Mepbl ynpaBneHusl, TpebyeMble Ans BHELIHMX MOCTaBOK,
MOIYT 3HAUMTE/IbHO Pa3NNyaTbCA B 3aBUCMMOCTU OT Xa-
pakTepa NpoLeccoB, Npoaykuuu u ycnyr. OpraHusaums
MOXET MPUMEHSTb PUCK-OPUEHTUPOBAHHOE MbILLIEHUNE
ANsi onpefeneHns Tuna u obbeMa Mep ynpaBneHus, noa-
XOAAWMX [ANSi KOHKPETHOTO BHELUHEro MOCTaBLiMKA WU
BHELLHE MOCTaBNsSEMbIX NMPOLECCOB, NPOAYKLMM U YCIYT.
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Annex B
(informative)

Other International Standards on
quality management and quality

management systems developed

by ISO/TC 176

The International Standards described in this an-
nex have been developed by ISO/TC 176 to pro-
vide supporting information for organizations that
apply this International Standard, and to provide
guidance for organizations that choose to pro-
gress beyond its requirements. Guidance or re-
quirements contained in the documents listed in
this annex do not add to, or modify, the require-
ments of this International Standard.

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

This annex does not include reference to the sec-
tor-specific quality management system stand-
ards 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 essen-
tial background for the proper understanding and
implementation of this International Standard.The
quality management principles are described in de-
tail in ISO 9000 and have been taken into consid-
eration during the development of this Internatio-
nal Standard. These principles are not require-
ments in themselves, but they form the founda-
tion of the requirements specified by this Interna-
tional Standard. ISO 9000 also defines the terms,
definitions and concepts used in this International
Standard.

— ISO 9001 (this International Standard) speci-
fies requirements aimed primarily at giving confi-
dence 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 bene-
fits, such as improved internal communication,
better understanding and control of the organiza-
tion’s processes.

— IS0 9004 Managing for the sustained success
of an organization — A quality management ap-
proach 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
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Mpuno)xxeHue B
(cnpaBo4yHoE)

Apyrne MexxayHapoaHbie CtaHAapTbl
MeHeA)XMEeHTa KayecTBa U CUCTEMbI
MeHeA)KMeHTa KauecTBa, pa3paboTaHHble
ISO/TC 176

MexayHapoaHble CTaHAapTbl, ONMCaHHbIE B 3TOM MpWUIIO-
XXeHuM, 6bliM  pa3paboTaHbl TEXHUYECKMM KOMUTETOM
ISO/TC 176 pns obecneveHns NOAAEPXKKM OpraHumsaum-
SIM, KOTOPblE MPUMEHSIIOT HacTosWMA MexxayHapoaHbI
CTaHAapT, U ANs peKoMeHAauMi TeEM OpraHM3auusM, Ko-
TOpble BbIOpanu ABMXXEHWE 3a npeaenbl TpeboBaHui 3To-
ro craHgaprta. PekoMeHgaumm wnu TpeboBaHusi, copep-
Xalwmeca B AOKYMEHTAX, YKa3aHHbIX B JaHHOM MpUoXe-
HWKW, HE AOMOMHSAT WM U3MEHSIIOT TPeboBaHUS HacTosI-
wero MexayHapoaHoro CraHaapTa.

Tabnunua B.1 nokasbiBaeT B3auUMOCBA3b MeXAay 3TUMM
CTaHAapTaMn M COOTBETCTBYIOLMMU pasfienaMm HacTos-
wero MexayHapoaHoro CtaHgapTa.

370 NPUNOXEHNUE HE BK/KOYAET CCbUIKM Ha CTaHAapThbl
ana CMCTEM MEHEMKMEHTA KaydeCTBa B KOHKPETHbIX OT-
pacnsix, pa3paboTtaHHbie ISO/TC 176.

Hactoawmii MexxayHapoaHbiit CTaHaapT SBASETCA OHUM
M3 Tpex OCHOBHbIX CTaHAapToB, pa3paboTaHHbix ISO/TC
176.

— ISO 9000 Cucrembl MEHEDKMEHTA KadecTBa — OCHOB-
Hble [10/I0)KEHNS M C/10Bapk obecneumsBaeT (yHAAMEH-
TalbHYIO OCHOBY ANA NMpaBUIbHOIO NMOHUMaHUA U NMpUMeE-
HeHus HacToswero MexayHapoaHoro CraHgapTa. MpwH-
unnbl MeHeA)KMeHTa KaydecCTBa AeTa/ibHO OMnUCaHbl B ISO
9000 m y4dTeHbl nNpu paspaboTke HacTosiwero MexayHa-
pogHoro CraHgapTta. 3TV MpuHUMNbl camu no cebe He
ABNAIOTCA TpeboBaHWAMM, HO OHU (OPMUPYIOT OCHOBY
TpeboBaHWi1, YCTAHaB/MBAEMbIX HacTosWMM MexayHa-
poaHbiM CtaHgapToM. ISO 9000 Takxke onpegensiet Tep-
MWHbI, onpeaeneHna 1 KoHuenuun, mncnosib30BaHHbIE B
HacToswem MexayHapoaHoM CTaHzapTe.

— ISO 9001 (HacTosiwmi MexayHapoaHbin CTaHaapT)
yCTaHaBnMBaeT TpeboBaHWs, HaleneHHble, B MEpPBYIO
ouyepeab, Ha Co3AaHWe AOBEPUSt K MPOAYKLMM U yCryram,
MoCTaBNSIEMbIM OpraHu3aumei U, TeM CaMblM, Ha MOBbI-
LUEHWE YAOBNETBOPEHHOCTU noTpebutenei. Mpu ero npa-
BMJIbHOM MPUMEHEHUN MOXHO TaKXXe 0XXMAaTb NMOnyYeHnus
opraHusaumen U Apyrux npemMyLLeCcTB, TakMX Kak ysyu-
LUEHHOE BHYTpeHHee WHMOPMUPOBaHME, Nydllee MOHMU-
MaHMWEe 1 yrpaB/ieHne npoLeccamMn opraHusauuu.

— IS0 9004 MeHeKMEHT A/151 JOCTVMXKEHMS YCTONYNBOIrO
yeriexa B opranmnsaLim — 1o04xo4 kK MEHELKMEHTY Kade-
CTBa [aeT pekoMeHAauMn OpraHumsaumsiM, KOTopble Bbl-
bpanu [ABMXEHWE 3a paMKu TpeboBaHWI HaCTOsLLEro
MexagyHapogHoro CraHgapTa, 4tobbl pewnts 6onee wun-
POKMI Kpyr 3ajay, YTO MOXET MPUBECTU K YyYLLEHUIO
pe3ynbTaToB AeATeNIbHOCTM OpraHn3aummn B uenom.  ISO
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includes guidance on a self-assessment method-
ology 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.

— IS0 10001 Quality management — Customer
satisfaction — Guidelines for codes of conduct for
organizations provides guidance to an organiza-
tion in determining that its customer satisfaction
provisions meet customer needs and expecta-
tions. Its use can enhance customer confidence in
an organization and improve customer under-
standing of what to expect from an organization,
thereby reducing the likelihood of misunderstand-
ings 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 ad-
dressing the needs and expectations of complain-
ants 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 busi-
nesses.

— IS0 10003 Quality management — Customer
satisfaction — Guidelines for dispute resolution
external to organizations provides guidance for
effective and efficient external dispute resolution
for product-related complaints. Dispute resolution
gives an avenue of redress when organizations do
not remedy a complaint internally. Most com-
plaints can be resolved successfully within the
organization, without adversarial procedures.

— IS0 10004 Quality management — Customer
satisfaction — Guidelines for monitoring and
measuring provides guidelines for actions to en-
hance customer satisfaction and to determine
opportunities for improvement of products, pro-
cesses and attributes that are valued by custom-
ers. Such actions can strengthen customer loyalty
and help retain customers.

— ISO 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 practic-
es that support product realization. Benefits of
establishing a quality plan are increased confi-
dence that requirements will be met, that pro-
cesses are in control and the motivation that this
can give to those involved.

150 9001:2015

9004 BkNtOYaET B cebss pekoMeHaauMm no MeTOAMKE Ca-
MOOLIEHKM, YTOObl AaTb BO3MOXHOCTb OpraHuM3auuun oue-
HWUTb YPOBEHb 3PENOCTUN €€ CUCTEMbI MEHEMKMEHTA Kaye-
cTBa.

MexayHapoaHble CTaHAapTbl, NEPeUNCIeHHbIE HUXE, MO-
YT OKa3aTb NOMOLLb OpraHn3aunaM B TeX C/lydasX, Koraa
OHW YCTaHaBMBalOT UNMN CTPEMATCA YNy4LlUUTb CBOU CU-
CTEMbI MEHEQXKMEHTA KayeCTBa, CBOM NpoueCChbl nnun
CBOKO AEATESIbHOCTb.

— ISO 10001 MeHepKkMEHT KaqvecTBa — Y40B/1eTBOPEH-
HOCTb 10TPEbUTE 11— PYKOBOAALUNE YKA3aHNS IO KOZEKCY
[10BEAEHNS A1 OPraHU3aLMy CONEPXUT PEKOMEHAALMUM
OopraHM3aumsiM ans onpeaesieHns Toro, YTo MX Mosioxe-
HWS1 ANsl yAOBNETBOPEHHOCTU NOTPebUTENs, COOTBETCTBY-
0T MOTPEBHOCTAM U OXUaaHuaM notpebuteneit. Vicnonb-
30BaHME CTaHZapTa MOXET MOBbLICUTb AOBepue noTpe-
6UTENsl K OpraHM3auun U yaydwmnTb NOHUMaHWe NoTpebu-
TENeM, Yero MOXXHO OXWAaTb OT OpraHusauuM 1, TeM ca-
MbIM, CHVXaTb BEPOSITHOCTb HEOpPa3yMeHUIA 1 xanob.

— ISO 10002 MeHemkMEHT KaqvecTBa — YA0B/IeTBOPEH-
HOCTb 110TPEOUTE/IS — PYKOBOASLUMNE YKA3aHMS 110 pa3pe-
LUIEHMIO )KE/T00 B OPraHn3aLiMsaX COAEPKUT pEKOMEHAALIMM
Mo paspeLleHnto xanob 3a CYET npusHaHus U yaosne-
TBOPEHUSI MOTPEOHOCTEN W OXMAAHWUIA UCTLOB W paspe-
LeHMs NbbIX NOTyYEHHbIX Xanob.

CrangapT ISO 10002 obecneumBaeT OTKPbITbIA, pe3ysib-
TaTUBHbLIN M MPOCTON B MCMOMb30BaHMM MPOLECC, BKJIIO-
yatowmin obydyeHne nepcoHana. OH TaKkKe MOAXOAWUT Kak
PYKOBOACTBO ANl Manoro 6usHeca.

— ISO 10003 MeHemKkMEHT KaqvecTBa — Y40B/1eTBOPEH-
HOCTb 110TPEOUTEISI — PYKOBOASLUMNE YKA3aHMS 110 pa3pe-
LUEHMIO CITOPOB BHE OPraHn3aLimy COAEPXUT pekoMeHaa-
UMM No pe3ysibTaTUBHOMY U 3(PMEKTUBHOMY pa3peLleHnto
CMOpPOB C BHELUHUMM CTOPOHaMM MO NPETEH3UsIM, CBA3AH-
HbIM C npoayKuuei. YperynMpoBaHue CropoB AaeT BO3-
MOXHOCTb BO3MELLEHMS, Korga opraHmsaums He yaaércs
paspelnTb NPETEH3UD. BOSBILMHCTBO MPETEH3UIA MOXKET
6bITb yCrewHo paspelieHo B opraHusaumm 6e3 cocrtssa-
TeNbHOCTU Npoueayp.

— ISO 10004 MeHemkMeHT KadecTBa — Y40B/IeTBOPEH-
HOCTb [10TPEOUTESIS — PYKOBOASILUNE YKA3AHHS 110 MOHUTO-
PUHTY U U3MEPEHMIO COOEPXMUT PEKOMEHAyeMble aen-
CTBMS ANS1 MNOBbIWEHNS YAOBNETBOPEHHOCTN MoTpebuTte-
Nnent 1 onpeaeneHns Bo3MOXHOCTEN AN YNydlleHUs npo-
AYKUMK, NMPOLIECCOB U XapaKTePWUCTUK, NpeacTaBnsowme
LIEHHOCTM ANns noTpebutenei. Takme AeACTBUS MOTYT yCU-
NUTb NOSINTBHOCTb NOTPEBUTENEN N MOMOYb UX YAEPXKaTb.

— ISO 10005 CucTeMbl MEHEDKMEHTA KaYecTBa — PyKo-
BOAS[LUNE YKA3aHUA 110 T/IaHaM KaYeCTBa COAEPXUT pe-
KOMeHAaLMM No CO3AaHUI0 M UCMOJb30BaHUIO MJIaHOB Ka-
YyecTBa Kak CpeacTBo, OTHocsLWee TpeboBaHMs K npouec-
Cy, MpoOAyKUMW, MNPOEKTY WAN KOHTPaKTy C pabounmu
npoueaypamn ans obecneyeHnss Npov3BOACTBA NPOAYK-
UMK, Bblrogbl OT yCTQHOBMEHMS MJlaHa KadecTBa 3akiio-
4alTCA B NOBbIWLEHNUN YBEPEHHOCTWU, 4TO TpGﬁOBaHI/ISI
6yayT BbINOSIHEHbI, YTO NPOLECCHl yrpaBnsieMble, U B MO-
TMBALMM, KOTOPYHO 3TO MOXKET AaTb TeM, KTO BOBJIEUEH.
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— 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 pro-
ject to being part of a portfolio of projects. ISO
10006 is to be used by personnel managing pro-
jects and who need to ensure that their organiza-
tion is applying the practices contained in the ISO
quality management system standards.

— IS0 10007 Quality management systems —
Guidelines for configuration management is to
assist organizations applying configuration man-
agement for the technical and administrative di-
rection over the life cycle of a product. Configura-
tion management can be used to meet the prod-
uct identification and traceability requirements
specified in this International Standard.

— IS0 10008 Quality management — Customer
satisfaction Guidelines for business-to-
consumer electronic commerce transactionsgives
guidance on how organizations can implement an
effective and efficient business-to-consumer elec-
tronic 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.

— IS0 10012 Measurement managementsystems
— Requirements for measurement processes and
measuring equipment provides guidance for the
management of measurement processes and
metrological confirmation of measuring equip-
ment used to support and demonstrate compli-
ance with metrological requirements. ISO 10012
provides quality management criteria for a meas-
urement management system to ensure metro-
logical requirements are met.

— ISO/TR 10013 Guidelines for quality manage-
ment system documentation provides guidelines
for the development and maintenance of the
documentation necessary for a quality manage-
ment system. ISO/TR 10013 can be used to doc-
ument management systems other than those of
the ISO quality management system standards,
e.g. environmental management systems and
safety management systems.

— IS0 10014 Quality management — Guidelines
for realizing financial and economic benefits is
addressed to top management. It provides guide-
lines for realizing financial and economic benefits
through the application of quality management
principles. It facilitates application of manage-
ment principles and selection of methods and
tools that enable the sustainable success of an
organization.
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— ISO 10006 CuCTEMbI MEHEDKMEHTA KaYeCTBa — PyKo-
BOAALUYNE YKA3aHNS 10 MEHEL)KXKMEHTY KAYECTBA B MPOEK-
74X MPUMEHUMbI K MPOEKTaM OT ManblX A0 KPYMHbIX, OT
NPOCTbIX A0 CMOXHbIX, OT OTAENbHOrO MpoeKkTa A0 Toro,
Kak OH CTaHeT uvacTbto nopTdenss npoektoB. CraHaapT
ISO 10006 npepHasHayeH Ans NpMMEHeHUs pykosBoauTe-
NSIMW NPOEKTOB U TEMM, KTO AO/MKEH obecneunBaTb, YTO
NUX OpraHusaumus MpUMEHsIET MeTOoAbl, CoaepXalme B
cTtangaptax ISO Ha cucteMbl MeHePKMEHTa KayecTBa.

— IS0 10007 CuCcTEMbI MEHEKMEHTA KAYECTBA — PyKO-
BOAALYNE YKA3aHNS 110 VIIPAB/IEHMIO KOH@UIrypaumesn
CNYXWT A1 NOMOLLUM OpraHu3auusM, NpUMEHSIOWNM yrpa-
BIEHWE KOH(Urypaumen Ans TEXHUYECKOTO U aaMMUHM-
CTPaTMBHOIO YMNpaBfieHNs1 XXW3HEHHbIM LIMKIIOM MpoayK-
UMW, YnpaBneHue KOHdUrypaumein MoxeT ObiTb UCNOMb-
30BaHO AJ19 BbIMOMHEHUS TPeboBaHWUI K MaeHTUdUKaLmUm
M NPOCNEXUBAEMOCTM MPOAYKUMW, YCTAHOBEHHbIX B
HacTosweM MexayHapogHoM CtaHpapTe.

— ISO 10008 MeremxkmeHT Ka4ecTsa — Y0B/IETBOPEH-
HOCTb IOTPEOUTENIS — PYKOBOAALUME YyKazaHWs 110 J/1eK-
TPOHHbLIM KOMMEPYECKUM onepaumnsm B cipepe B2C paet
pekoMeHAaumu, KakuMm o06pasoM opraHu3aums MOXeT
BHEAPUTb Pe3YNbTaTUBHYIO U 3(MGMEKTUBHYIO CUCTEMY
3/IEKTPOHHBIX KOMMEpYECKMX ornepauuii B cchepe B2C u,
TeM caMblM, obecneunTb OCHOBY ANS MOBLILWEHUS JOBe-
pusi notpebutenein k cucteme B2C ECT, noBbicUTb Cro-
COBHOCTb OpraHu3auuii YAOBIETBOPUTL MOTpedUTENEN U
MOMOYb CHU3UTb KOSIMYECTBO NPETEH3MIA 1 CMIOPOB.

— IS0 10012 Cucremsl MEHEQKMEHTA Ka4YeCTBa — Tpebo-
BaHUS K USMEPUTESTIbHBIM MPOLIECCaM U U3MEPUTE/ILHOMY
060pyAOBaHMIO [AET PEKOMeHAaUuM Mo  yrnpaB/eHUto
npoueccamMn M3MEpPEHUIn U METPOSIOFMYECKOMY MOATBEPXK-
[LEHUIO NPUroAHOCTM U3MEpUTENbHOrO  060pyAOBaHMS,
MCNOMb3yeMoro ANs noaaepXxaHus u AeMOHCTpauum co-
OTBETCTBUS METPOorMyeckum TpeboBaHusM. CraHaapT
ISO 10012 ycraHaBnMBaeT KpUTEPUM MeHeKMeHTa Ka-
yecTBa K CUCTeMe YNpaBfieHUs U3MepeHusiMKU, YTO6bI
obecrneunBaTb BbINOIHEHWME METPONOrMYECcKnX TpeboBaHMA.

— ISO/TR 10013 PyxoBogsiyme yKazaHus ro JOKyMeHTa-
L CUCTEMbI MEHEPKMEHTE COOEPXUT PEKOMEHAAUNN NO
pa3paboTke U nogaepXkaHuio AOKyMeHTauuu, Heobxoaum-
MOW AN CUCTEMbl MeHeMKMeHTa KauvectBa. ISO/TR 10013
MOXeT 6bITb MCMOMb30BaH A4S CUCTEM YMpaBneHus Ao-
KYMEHTaLUMEN, OT/IMYAIOLNXCS OT 3afaBaeMbiX CTaHaap-
Tamn ISO no cucteMaM MeHeMXMEHTa KayecTBa, Hanpu-
Mep, A1 CMCTEM 3KOIOrMYECKOro MeHeMKMEHTa N cu-
CTEM MeHemKMeHTa 6e30nacHoCTy.

— ISO 10014 MeHnemxkmeHT Ka4YecTsa — PykoBogsalme
VYKA3aHUS V151 AOCTVIKEHMS] PUHAHCOBBIX M IKOHOMNYE-
CKMX BbIr04 appecoBaHo BbicleMy pyKoBoacTBYy. OHM co-
OEPXUT pekoMeHZaunn ans AOCTUXKeHMS (PUHAHCOBLIX U
9KOHOMMYECKUX BbIr0A4 3a CYET NPUMMEHEHUS NMPUHUMMNOB
MeHeMKMEHTa KayecCcTBa. 310 obneryaer NnpnMeHeHne
MPUHUMNOB MeHemXMeHTa M BbI6Op METOAOB M CPeacTs,
KOTOpble MO3BOMSIOT OpraHM3aumMu AOCTUIHYTb YCTOMYM-
BOr0 ycriexa.
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— ISO 10015 Quality management — Guidelines
for training provides guidelines to assist organi-
zations 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 tech-
nigues 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 sat-
isfaction.

— IS0 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 inte-
grated into the organization. It is critical to de-
termine, develop and evaluate the knowledge,
skills, behaviour and work environment required.

— IS0 10019 Guidelines for the selection of qualli-
ty management system consultants and use of
their services provides guidance for the selection
of quality management system consultants and
the use of their services. It gives guidance on the
process for evaluating the competence of a quali-
ty management system consultant and provides
confidence that the organization’s needs and ex-
pectations for the consultant’s services will be
met.

— IS0 19011 Guidelines for auditing manage-
ment systems provides guidance on the man-
agement of an audit programme, on the planning
and conducting of an audit of a management sys-
tem, as well as on the competence and evalua-
tion of an auditor and an audit team. ISO 19011
is intended to apply to auditors, organizations
implementing management systems, and organi-
zations needing to conduct audits of management
systems.
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— ISO 10015 MernegxmeHT KayecTsa — PykoBogsLyme
VYKA3aHMS 10 0OYHEHMIO NAET pEKOMEHAALIMN, NS coaeN-
CTBUWSI OpPraHn3aumsiM B peLleHnn BOMpoCoB, CBA3AHHbBIX C
06y4yennem. ISO 10015 MoxeT NpuMMeHsITbCA BCceraa, Ko-
raa TpebyeTcs pyKOBOACTBO ANS MHTEpNpeTaumMn TepmMu-
HOB «0bpa3oBaHne» U «0bydeHne» B paMKax CTaHAapToB
ISO Ha cucTeMbl MeHeMKMEHTa KadecTBa. Jltoboe ynomu-
HaHue «obyueHus» (training) BktoyaeT B cebs Bce BUAbI
obpa3zoBaHusi u 0by4eHus.

— ISO/TR 10017 PyxkoBogsLuyme yKa3aHus rio cratmcrude-
ckum merogam 415 ISO 90012000 onncbiBaeT CTaTUCTU-
Yyeckne MeToAbl, KOTOpble BbITEKAIOT M3 WU3MEHUMBOCTH,
HabrnoaaeMol Mpu BbINOHEHUM W B pe3ynbTaTax npo-
LileccoB, AaXe B YC/NOBUSIX OYEBMAHON CTabunbHOCTW.
CraTucTnyeckne MeTodbl MO3BOMISIKOT JIydlle WCMoSb30-
BaTb MMEWOLIMECS AaHHblE MPU MPUHATUU PELLEHUI, W,
TEM caMblM, CNocobCTBOBATbL MOCTOSIHHOMY YAyuLLEHMWIO
KayecTBa NpoAyKuUMM U MPOLIECCOB ANS AOCTMXKEHUS YaO-
BNETBOPEHHOCTM NoTpebutens.

— ISO 10018 MeHemxMeHT kadectBa — PyKoBogsLume
YKa3aHMS 110 BOBJIEYEHMIO M KOMITETEHTHOCTH NEPCOHA/TA
COAEPXNT pEKOMEHAAUMKN, KOTOPbIE BJIUAKOT Ha BOBJiIEYE-
HME M KOMMETEHTHOCTb NepcoHana. Cucrema MeHedXx-
MEHTa KayeCTBa 3aBUCUT OT CTEMNeHW BOBJIEYEHNS KOMMe-
TEHTHbLIX COTPYAHWKOB WU OT TOro, HAaCKOJIbKO OHW BKJIHO-
YeHbl B AEATENbHOCTb OpraHu3auni. KpVITVI‘-IeCKVI Ba>XXHO
BbISIB/ISITb, pa3BMBaTb WM OLEHMBATb Tpebyemble 3HaHMS,
HaBbIKW, coLManbHYylo U NPOU3BOACTBEHHYIO Cpeay.

— IS0 10019 PykoBogsiyme yKkasaHus 4/15 BbIo0pa KOH-
CY/IbTAHTOB 10 CUCTEME MEHEMKMEHTE KAYECTBA U UC-
110/1b30BaHNI0 MX yC/1yr faeT pekoMeHaaumm no Bbibopy
KOHCY/IbTAQHTOB MO CUCTEMaM MEHeMKMEHTa KayecTBa M
MCNoJIb30BaHUIO UX YCNyr. CTaH,Cl,apT COAEPXUT YKa3aHUA
B 4aCTu npouecca OueHKN KOMNETEHTHOCTU KOHCYNbTaH-
TOB MO CUCTEMaM MeHeAXMEHTa KayecTBa 1 obecrneunBa-
€T YBEPEHHOCTb, YTO NOTPEBHOCTN U OXMAAHWUS OpraHu-
3auMK, CBSA3AHHbIE C YCNyraMu KOHCYNbTaHToOB, 6yayT
BbIMOJTHEHbI.

— IS0 19011 PykosogsLyme yKkazaHus ro ayanTy CUCTEM
MEHEMKMEHTAE coaepXaT peKoMeHJaumm Mo yrnpasieHuIo
nporpaMMoi ayauTa, MMAaHUMPOBAHUIO W MPOBEAEHMIO
ayaMTOB CUCTEM MEHE[KMEHTa, a TakXke Mo KOMMETEHT-
HOCTU M OLEHKe ayauTopa M koMmaHabl ayauTtopos. ISO
19011 npegHasHayeH AN NPUMEHEHWS K ayauTopam,
OopraHu3aumsiM, BHeAPAIOWNMN CUCTEMbI MEHEDKMEHTA, a
TaKKe opraHuM3auusMm, KOTOpbIM HEO6X0AMMO MPOBOAUTD
ayauTbl CUCTEM MEHeKMEHTa.
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Table B.1 — Relationship between other International Standards on quality management and

quality management systems and the clauses of this International Standard

B3anMocBs3b Mexay Apyrumn MexayHapoaHbiMyM CTaHAapTaMuy no MeHeIXMEHTY KauecTBa U
CUCTEMaMM MeHeMKMEHTa KayecTBa W pa3fienaMun HacToslero MexxayHapoaHoro CTaHaapTa.

Other Interna-
tional Standard

Clause in this International Standard
Pazpen B aToM MexxayHapoaHoM CtaHzapTte

oo oo | 4 5 6 7 8 o 10
ISO 9000 All / Bce All / Bce All / Bce All / Bce All / Bce All / Bce All / Bce
ISO 9004 All / Bce All / Bce All / Bce All / Bce All / Bce All / Bce All / Bce
ISO 10001 8.2.2,85.1 [9.1.2

ISO 10002 8.2.1 9.1.2 10.2.1
ISO 10003 9.1.2

ISO 10004 9.1.2,9

ISO 10005 5.3 6.1,6.2 All / Bce All / Bce 9.1 10.2
ISO 10006 All / Bce All / Bce All / Bce All / Bce All / Bce All / Bce All / Bce
ISO 10007 8.5.2

ISO 10008 All / Bce All / Bce All / Bce All / Bce All / Bce All / Bce All / Bce
ISO 10012 7.1.5

ISO/TR 10013 7.5

ISO 10014 All / Bce All / Bce All / Bce All / Bce All / Bce All / Bce All / Bce
ISO 10015 7.2

ISO/TR 10017 6.1 7.1.5 9.1

ISO 10018 All / Bce All / Bce All / Bce All / Bce All / Bce All / Bce All / Bce
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.

MPUMEYAHUE «Bce» 03HayaeT, 4To BCe NOANYHKTbI AAHHOIO pasaena Hactosiwero MexayHapoaHoro CtaHaapTa CBsi3aHbl
C apyrumun MexxayHapoaHbiMu CTaHaapTamu.

150 9001:2015
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