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AEROSPACE STANDARD AS9100C

CucteMbl meHegKMeHTa KayecTBa —
TpeboBaHuA K opraHM3aumMAaM aBUaLMOHHON, KOCMUYECKOM U OOOPOHHOM OTpacnm

RATIONALE
This standard has been revised to incorporate the
requirements of ISO 9001:2008. In addition, industry
requirements, definitions and notes have been revised and

additional requirements have been included in response to
stakeholder needs.
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FOREWORD

To assure customer satisfaction, aviation, space and
defense organizations must produce, and continually
improve, safe, reliable products that meet or exceed
customer and applicable statutory and regulatory
requirements. The globalization of the industry and the
resulting diversity of regional and national requirements
and expectations have complicated this objective.
Organizations have the challenge of purchasing products
from suppliers throughout the world and at all levels of the
supply chain. Suppliers have the challenge of delivering
products to multiple customers having varying quality
requirements and expectations.

Industry has established the International Aerospace
Quality Group (IAQG), with representatives from companies
in the Americas, Asia/Pacific and Europe, to implement
initiatives that make significant improvements in quality
and reductions in cost throughout the value stream. This
standard has been prepared by the IAQG.

This document standardizes quality management system
requirements to the greatest extent possible and can be
used at all levels of the supply chain by organizations
around the world. Its use should result in improved quality,
schedule and cost performance by the reduction or
elimination of organization-unique requirements and wider
application of good practice. While primarily developed for
the aviation, space and defense industry, this standard can
also be used in other industry sectors where a quality
management system with additional requirements over an
ISO 9001 system is needed.

REVISION SUMMARY/RATIONALE

This standard has been revised to incorporate the
requirements of ISO 9001:2008. In addition, industry
requirements, definitions and notes have been revised and
additional requirements have been included in response to
stakeholder needs.

Ctp. 41343

NPEONCNOBUE

Lns obecnieyeHusi ydoenemeopeHHocmu nompebumens,
opaaHu3ayuu asuaylUoHHOU, Kocmudeckoll U 060POHHOU
ompacnu OomKHbl MpPou3soduUMb, MOCMOSHHO Yily4luasi,
b6e3onacHyro HadexHyto npodyKUuuUr, COOMEemcmeyowyo
mpeboeaHusiM riompebumernsi, a makxe [PUMEeHUMbIM
3aKoHoOameribHbIM U HOpMamueHbIM mpebosaHusiM, umiu
npeeocxoosiyto makoeble. Omnuyqusi pe2uoHarnbHbIX U
HauuoHanbHbIXx mpeboeaHuli 8 ycrogusix 2nobanusayuu
ompacsu YCroxHsom amy 3adauy. OpzaHusauusm
npuxodumecsi ocywiecmeniimb  3aKynku npodykuuu Yy
rnocmasuUuKo8 80 8CeM MUpPe U Ha 8Cex amarnax Ueroqyku
r10CmMasox. Mocmaswuku  OO/mKHbI  1ocmassisime
npodyKyuo MHO20YUC/IEHHbIM nompebumensim,
y4qumslgasi pazHoobpasHbie mpeboeaHusi K kKadecmsy U
OXKUOaHUSI.

B uenax peanusayuu uHuyuamus, OpueHmMuUpPO8aHHbIX Ha
CYW,eCmeeHHble  yny4weHus Kadecmea, a makxe
YMEHbWEHUS 3ampam 8 [I0moKe  ¢hopMuUpo8aHusi
ueHHocmu, ompacsbio bbina ocHogsaHa MexOyHapooHas
aspokocmuyeckasi epynna no kadecmsy (IAQG), komopasi
ek/moyaem npedcmasumerneli kKomnaHuli CesepHol U
HOxHoU Amepuku, A3uamcko-TUuXxO00KeaHCKO20 peauoHa U
Eeponbi.  Hacmoswul Cma+Hdapm 6bii nodeomossieH
IAQG.

Hacmoswutl dokymeHm 8 MaKkcuMmarbHO 803MOXHOU
cmerneHuU cmaHdapmusupyem mpebogaHusi K cucmeme
MeHeOXMeHma Kayecmea U MOXem  [PUMEHSIMbCS
Oope2aHuU3ayusIMU Ha 8CeX YPOBHSIX UErNOYKU ocmasoK 80
ecem mupe. [lpumeHeHue cmaHOapma npusodum K
MOBbIWEHUI0 Kadecmea, Y/y4YWweHUr M1aHuposaHusi u

CHUXeHUK 3ampam brazofapsi ycmpaHeHur  umu
CokpaweHuro  mpebosaHud, crnieyugpudeckux  0nsa
opeaaHu3zayul u 6ornee  WUPOKOMY  MPUMEHEHUIO

onmumasnbHOU npakmuku. Xoms u3HadyasibHO cmaHO0apm
pa3pabambigancsi Orns asuayuUOHHOU, KOCMUYeckol u
0B6OPOHHOU  MPOMbBIWIIEHHOCMU, OH MaKxXe Moxem
npumeHsamscsi 8 Opyaux ompacrnsx, e0e Heobxoduma
cucmema MeHeOXMeHmMa  KavYecmea,  8K/ovaroujast
mpebosaHus, dononHsarwue 1ISO 9001.

NPEOBICTOPUA

Hacmoswuli cmaHdapm 6bi1 nepecMompeH € UEsbio
ekmoyeHuss mpebosaHut 1SO 9001:2008. Kpome moeo,

6binu nepecmompeHbl  ompacriesbie  mpebosaHus,
oripedesieHUs1 U [PUMEYaHUsl, a MmaKxe 6KI/TIOYEHbI
dononiHUMernbHble  mpeboeaHuss 8  omeem  Ha

rnompe6HOCMU 3aUHMEPECO8aHHbLIX CIMOPOH.
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INTRODUCTION
0.1 General

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

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

c) its particular objectives,

d) the products it provides,

e) the processes it employs,

f) its size and organizational structure.

It is not the intent of this International Standard to imply
uniformity in the structure of quality management systems or
uniformity of documentation.

The quality management system requirements specified in this
International Standard are complementary to requirements for
products. Information marked “NOTE” is for guidance in
understanding or clarifying the associated requirement.

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

The quality management principles stated in ISO 9000 and 1SO
9004 have been taken into consideration during the
development of this International Standard.

0.2 Process Approach

This International Standard promotes the adoption of a process
approach when developing, implementing and improving the
effectiveness of a quality management system, to enhance
customer satisfaction by meeting customer requirements.
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BBEOEHUWE
0.1 O6Lwue nonoxeHus

[Ons co3gaHus cucTeMbl MeHeIKMeHTa KadecTBa
HeobxoaMmMo cTpaTtermyeckoe pelueHne
opraHusaumn. Ha pa3paboTky 1 BHEOPEHNE CUCTEMBI
MeHe)KMEHTa KayecTBa opraHn3aumm BriMsieT:;

a) ee opraHu3aunoHHasi cpea, USMEeHEHUs B 3TON
Cpeae v pUCKM, CBSI3aHHbIE C 3TOW CPefown,

b) ee meHswWmMeca noTpebHoCTH,

C) €€ KOHKpEeTHbIe Lenu,

d) npoaykums, KOTOPY OHa BbIMyCKaeT,

€) Mnpouecchl, KOTOpble OHa UCMOSb3YET,

f) ee pasmep 1 opraHMsaLMOHHasA CTPYKTypa.

HacTtosawun MEeXAyHapOAHbIN cTaHgapTt He
npegnonaraet  yYHUUKaALMM  CTPYKTYpbl CUCTEM
MeHeKMEHTa KayecTBa unu yHUdbmKkaumnm
OOKyMeHTauuun.

Tpe6OBaHl/Iﬂ K CucrtemMe MeHemIKMeHTa KadecCTBa,

onpeeneHHble AaHHbIM MeXayHapoAHbIM
CTaHOapTOM, ABASATCA  AOMNOMHWUTENbHBIMU MO
OTHOWeHMID K TpeboBaHWsM Ha  MNPOAYKLMIO.
Nudopmauus B pasgenax NMPUMEYAHUE

npnBoaANTCA B Ka4eCTBe PYKOBOACTBA K TOJIKOBAHUKO
Unn NoACHeHnA CooTBETCTBYHOLLEro Tpe6OBaHVIF|.

HacTtoswun mexayHapoaHbli cTaHaapT MOXeT ObiTb

ncnosnb3oBaH BHYTPEHHUMMU n BHELWHNMMW
CTOpOHaMu, BKn4Yaa opraHbl Mo CepTI/I(bVIKaLI.I/IVI,
ansa OLEHKM BO3MOXXHOCTEWN opraHmnsauun
COOTBETCTBOBATL Tpe6OBaHVIFIM I'IOTpe6VITeﬂel7I,

3aKkoHogaTenbHbIM M HOpPMaTUBHBLIM TpeboBaHUAM,
NPUMEHUMBIM K MPOAYKUWM, a Takke COBCTBEHHbLIM
TpeboBaHnsaM opraHm3aunm.

Mpn paspaboTke HacToAWEro MexXayHapogHOro
cTaHgapTa y4uTblBanuCb MPUHUMIBI MEHemKMeHTa
KayecTtBa, nsnoxeHHole B ISO 9000 n ISO 9004.

0.2 TMpoueccHbI noaxoa

HacTosawumn MeXOyHapoaHbIi cTaHgapTt
CnocobCTBYET NPUHATUIO NPOLECCHOro noaxoaa npwu
pa3paboTke, BHeOpeHUN n yrny4LeHnn
pe3ynbTaTUBHOCTU CUCTEM MEHeIKMeHTa KadyecTBa
ans NoBbILLEHNSA YOOBMNETBOPEHHOCTH
notpebutener NOCPEeACTBOM  BbIMOSIHEHUS  UX
TpeboBaHui.
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For an organization to function effectively, it has to determine
and manage numerous linked activities. An activity or set of
activities using resources, and managed in order to enable the
transformation of inputs into outputs, can be considered as a
process. Often the output from one process directly forms the
input to the next.

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

An advantage of the process approach is the ongoing control
that it provides over the linkage between the individual
processes within the system of processes, as well as over their
combination and interaction.

When used within a quality management system, such an
approach emphasizes the importance of
a) understanding and meeting requirements,

b) the need to consider processes in terms of added value,

c) obtaining results of process performance and
effectiveness, and

d) continual improvement of processes based on objective
measurement.

The model of a process-based quality management system
shown in Figure 1 illustrates the process linkages presented in
Clauses 4 to 8. This illustration shows that customers play a
significant role in defining requirements as inputs. Monitoring of
customer satisfaction requires the evaluation of information
relating to customer perception as to whether the organization
has met the customer requirements. The model shown in
Figure 1 covers all the requirements of this International
Standard, but does not show processes at a detailed level.

NOTE In addition, the methodology known as “Plan-Do-Check-
Act” (PDCA) can be applied to all processes. PDCA can be
briefly described as follows.
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Urtobbl gencTBoBaTh pe3ynbTaTUBHO, OpraHm3auus
[OIDKHA onpefeniTb MHOXECTBO B3aUMOCBSA3aHHbIX
BMOOB OEATENbHOCTU M OCYLLECTBNATL yrnpaBneHune
umun. Jliobass [OeaTtenbHOCTb WM COBOKYMHOCTb
BMOOB AEATENbHOCTW, MCMOfb3ylowas pPecypcbl U
ynpaBnsiemass Ans npeobpasoBaHWsi BXOOOB B
BbIXOdbl, MOXET paccMaTpuBaTbCs Kak «MpPOLLECCy.
Yacto pesynbTaT ogHOro npouecca dopmupyeT
BXOOHOW 3MEMeHT crneayloLiero npowecca.

[MpMMeHeHne cucTeMbl MPOLIECCOB B OpraHuM3auumu,
Hapsgy C wux onpegeneHnem un obecneyeHnem
B3aMMOENCTBMS MEXAYy HUMKU, a Takke uX
ynpaBneHnemM C LUemnblo MOMyYeHUs >Kernaemoro
pesynbrara, MO>XHO paccmartpuBaTb Kak
«MPOLECCHbIN NoaxXoa».

I'Ipewmyu.l,eCTBo npoueccHoro noaxoga COCTOUT B
TOM, 4YTO OH obecneynBaeT NOCTOSIHHOE ynpasneHue
B3aMMOCBA3AMU MexXOy OTAelibHbIMU Tpoueccamm
CUCTEMbI, NX COYETAHMEM U B3aUMOAENCTBUEM.

lMpumeHeHue Takoro nogxoda B cucteme
MEHePKMeHTa KavyecTBa Nog4epknuBaeT BaXXHOCTb:
a) MNOHMMAaHWS W BbINOMHEHNs TpeboBaHWI

b) HeobxogmMmocTu paccmartpumBaTh NPOLECCHI C
TOYKM 3peHus fobaBneHHON LEeHHOCTY;

C) nony4YyeHus pesynbTaToB BbINOMHEHUS U
pe3ynbTaTUBHOCTM NPOLECCOB; U

d) NOCTOSAHHOrO ynyuLleHMs NPOLIECCOB HA OCHOBE
OOBEKTUBHBIX U3MEPEHWI.

Mogenb  cUCTEMbl ~ MEHEMKMEHTa  Ka4yecTsa,
OCHOBaHHOWM Ha MpOLECCHOM noaxode, npuBedeHa
Ha PUCYHKe 1 1 UNNIOCTPUPYET B3aMOCBA3N MEXOY
npoueccamu, NnpeactaBneHHble B pasgenax 4 - 8. Ha
pUCYHKE MoKas3aHo, YTO noTpebutens wrpaet
BaXXHYI0 ponb  Mpu  onpegeneHun  BXOAHbIX
TpeboBaHni.  MOHWUTOPUHI  yOOBMETBOPEHHOCTM
notpebutens  TpebyeT oueHkM  MHdOpmauUW,
KacaloLlencss MHeHus notpebutens o BbINOMHEHUU
opraHusaumen ero TpeboBaHuiA. Mopenb,
npeacTaBneHHass Ha pucyHke 1, oxBaTbiBaeT BCe
TpeboBaHuA HacTosLero MeXayHapOaAHOro
CTaHgapTa, OAHaKO He MoKasblBaeT MpOLECChl Ha
[eTanbHOM YPOBHE.

MPUMEYAHUE: Kpome Toro, k nobomy npoueccy
MOXeT ObITb NpMMEHEH MeTon, Ha3blBaeMbln
«lMnaHupoBaTtb- BbinonHate-MpoBepaTs-
OenicteoBaTb» (MBMA). Lukn MBI mMoXHO KpaTko
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onucatb cneagylowmm o6pa30M:

Plan: establish the objectives and processes necessary to | [lnaHMpoBaTb: ycTaHaBnMBaTb LenM M MNpOLECChHI,
deliver results in accordance with customer requirements and | HeobxoaMmble  AnNa  NOMyyYeHUs  Pe3ynbTaTos,
the organization's policies. COOTBETCTBYWOLLINX TpeboBaHusiM noTpedbutens w
nonuTMKaM opraHusaumu.

Do: implement the processes. BbINOMNHATL: BbINOMHATL NPOLIECCHI.

Check: monitor and measure processes and product against | MpoBepsTb: OCYLLECTBNATb MOHUTOPWHT n
policies, objectives and requirements for the product and report | nsmepeHusi npoLeccoB 1 NPOAYKLMM B COOTBETCTBUN
the results. C NOMMTUKON, Lenammn n TpeboBaHMAMU K NPOAYKLUN

n coobLlaTb O pesynbTarax.

Act: take actions to continually improve process performance. HenctBoBaTth:  npegnpuHMMaTtb  OEWCTBUSA MO
OOCTOSIHHOMY  YNydlWeHuto  pyHKLMOHUPOBAHUS
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QUALITY MANAGEMENT SYSTEMS - REQUIREMENTS
1. SCOPE

1.1 General

This standard includes I1SO  9001:2008’ quality
management system requirements and specifies additional
aviation, space and defense industry requirements,
definitions and notes as shown in bold, italic text.

It is emphasized that the requirements specified in this
standard are complementary (not alternative) to
contractual and applicable statutory and regulatory
requirements. Should there be a conflict between the
requirements of this standard and applicable statutory or
regulatory requirements, the latter shall take precedence.

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

a) needs to demonstrate its ability to consistently provide
product that meets customer and applicable statutory and
regulatory requirements, and

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

NOTE 1 In this International Standard, the term “product”
only applies to
a) product intended for, or required by, a customer,

c) any intended output resulting from the product
realization processes. NOTE 2 Statutory and regulatory
requirements can be expressed as legal requirements.

1.2 Application

All requirements of this International Standard are generic
and are intended to be applicable to all organizations,
regardless of type, size and product provided.

Where any requirement(s) of this International Standard
cannot be applied due to the nature of an organization and
its product, this can be considered for exclusion.

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

1. OBAACTb NPUMEHEHWMA

1.1 O6uwwue nonoxeHus

Hacmoswutl cmaHdapm ekmoyaem mpebogaHusi K
cucmemam MeHedxmeHma kayecmea 9001:2008" u

onpedensem dononHumeribHble mpebosaHusi K
cucmemamMm MeHedXMeHmMa Kadyecmea asuayuoHHOU,
KocMmu4yeckol U 06OpOHHOU ompacsu, a makxe

onpedesieHuUss U MPUMEYaHUs,
Kypcugom.

Ocobo rnodyepkusaemcs, 4mo mpeboeaHus,
onpedesieHHbIe HacmMosAWUM cmaHOapmom, Sesrmcs
00nonHUMensbHbIMU (He anbmepHamueHbIMU) K
mpebosaHusim KOHMpakmos u MPUMEHUMBIX
3aKkoHoOameribHbIX U HopMamueHbiX mpebosaHuli. B
crny4dae pasHoeanacul Mexoy mpebosaHusimu
Hacmosuwezo cmaHO0apma u MPUMEHUMBIX
3aKkoHoOamersbHbIX Uu  HOpMamueHbix mpeboeaHud,
rnocnedHue umerom rpuopumem.

HacTtosawun mexayHapogHbli cTaHaapT onpegenseT
TpeboBaHMA K CUCTEME MEHEIKMEHTa KayecTBa AN Tex
cnyyaes, korga OpraHmsaums

8bI0EMNIEHHbIE  XKUPHbBIM

b) pomxHa nNpoAEeMOHCTPUPOBaTH CMocoBHOCTb
cTabunsHo BbIMyCKaTb NPOAYKLUUIO, KoTopas
yoosneTsopsieT TpeboBaHusIM notpeburens "

NPUMEHUMBIM
TpeboBaHusMm, 1
d) crtpemuTcs MOBbICUTb YAOBMNETBOPEHHOCTb
notpeburens nocpencTsom apdekTmBHOro
MCMNOMb30BaHNA TakoW CMCTEMbI, BKIOYas Mpoueccsl Ans
MOCTOSIHHOIO yNny4lleHus1 CUCTeMbI, a Takke obecneyeHve
cooTBeTCTBMSA TpeboBaHMAM noTpedbuTens 1 NPUMEHNMbIM
3aKoHodaTemNbHbIM U HOPMaTUBHBIM TpeboBaHNAM.
MPUMEYAHUE 1: B HacTosiwem MexayHapogHoMm
CrangapTe TEpPMUH «MPOJYKUMS» MPUMEHUM TOMbKO K

b) npoaykuun, npegHasHayeHHON oNgd noTpedbuTens, unu
3aKkas3aHHOM UM,

d) nobomy HameyeHHOMY pe3ynbTaTy OCYLLECTBEHNS
npoueccos co3gaHus npogykummn. NPUMEYAHUE 2:
3akoHogaTenbHble U HOpMaTUBHbIE TpeboBaHWs MoryT
Ha3sblBaTbCA HOPMATMBHbLIMW NPAaBOBbLIMK TpeboBaHMAMMN.

3aKoHodaTelNbHbIM n HOpMaTUBHbIM

1.2 TlpumeHeHune

Bce TpeboBaHus HacTosLero MeXOyHapOAHOro
CTaHgapTa WMelT  YHMBEpCcalbHbIi  Xapaktep U
paccyuTaHbl Ha MNpuUMeHeHne B nobbIx opraHu3auuax,
He3aBMCMMO OT UX Tuna, pasmepa M  NPOM3BOAMMON
npoayKkuunn.

Ecnin kakoe-nnbo TpeboBaHne(s) HacTosLLero

MEXAYHApOAHOro CTaHgapTa He MoXeT OblTb NPUMEHEHO
BCMEACTBME XapakTepa AeATEenbHOCTU OpraHu3auun un eé
NPOAYKLUN, OOMYCKAOTCA UCKIMIOYEHUS.

['oe coenaHbl UCKIYEHWs], MpUTA3aHMe Ha COOTBETCTBUE
HacTosALLEMY MeXOyHapoOHOMY CTaHOapTy npuemMnemo
nwb B TOM Cnyvae, €Cnm 3TU UCKIIOYEHUS OrpaHuUYeHbl
TpeboBaHusiMn Pasgena 7 v He BnUSIOT Ha CNOCOBHOCTbL
unm OTBETCTBEHHOCTb opraHusaumm BbIMycKaTb
npoaykuu, KOoTopada  cooTBeTcTByeT  TpeboBaHUAM
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This standard is intended for use by organizations that
design, develop and/or produce aviation, space and
defense products; and by organizations providing post-
delivery support, including the provision of maintenance,
spare parts or materials for their own products.

Organizations whose primary business is providing
maintenance, repair and overhaul services for aviation
commercial and military products; and original equipment
manufacturers with maintenance, repair and overhaul
operations that operate autonomously, or that are
substantially different from their manufacturing/production
operations; should use the IAQG-developed 9110 standard
(see Bibliography).

Organizations that procure parts, materials and assemblies
and resell these products to a customer in the aviation,
space and defense industries, including organizations that
procure products and split them into smaller quantities for
resale, should use the IAQG-developed 9120 standard
(see Bibliography).

' With the permission of the International Organization for

Standardization (ISO). The complete standard can be obtained
from any ISO member or from the ISO Central Secretariat: 1, ch.
de la Voie-Creuse, Case postale 56, CH-1211 Geneva 20,
SWITZERLAND, or visit www.iso.org. Copyright remains with
ISO.
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n0Tpe6v|Ten;| n NPUMEHNMbIM
HOPMaTUBHbLIM TPEBOBaHUSAM.
Hacmoswuld cmaHdapm npedHasHa4vyeH Onsi MPUMEHEHUSs
opeaHu3ayusmu, Komopbie npoekmupyrom,
paspabambigarom u(unu) npou3eodsIm asuayUOHHYIO,
KOCMUYECKYyr0 U OBOPOHHYIO MpOodyKUyuK; a makxe
opzaHu3ayusamu, rnpedocmassnisrouumMu nocnenpoda)xHyto
nod0epxxKy, 6K/4Yasi MexHU4Yeckoe obcnyxusaHue,
npedocmassieHuUe 3anacHbiX 4Yacmel usu Mamepuaros
0ns1 ux cobcmeeHHoU rnpodyKyuu.

OpeaHu3ayuu, OCHOBHOU OesmerlbHOCMb  KOMOPbIX
sensgemcsi pogedeHUe MEXHUYeCcKo20 ObCyXueaHus,
peMoHm U KanumarsbHbili  PEeMOHmM  asuayuoOHHOU
npodyKUyuU KOMMEPYECKO20 U 0OOPOHHO20 Ha3Ha4YeHus; a
makxxe U320mMosuUMeNiU KOMIM/IEKMHO20 0bopydosaHus,
8bIMOJIHAOUUE MmeXHUYecKoe obceryusaHue, peMoHm u
KanumarbHbIl PeMOHmM 8 asmOHOMHOM MopsiOKe unu 8
rnopsidke cyuw,ecmeeHH020 OMKI/IOHEHUS Om UX OCHO8HOU
rnpou3eo0cmeeHHoU dessmersnibHOCMU, OOIIKHbI
pyKog8odcmeosambCs cmaHdapmom 9110,
paspabomarHbim IAQG (cMm. bubnuoepagpusi).

3aKoHoAaTesllbHbIM U

OpeaHu3sayuu, komopele 3akynarom demarnu, Mamepuaribl
u cbopoyHbie y3nbl U peanusdyrom ux rnompebumesno 8
asuayuUoHHoU, Kocmudeckol U O0BOpPOHHOU ompacsu,
8K/IroYasi ope2aHu3ayuu, Komopsble 3aKyrnarom npodyKuyuto
0ris1 OenieHUs1 ee Ha MEeHbWUEe COCMasHbIe 4acmu ¢ UYeslbio
peanusayuu, do/mkHbI pykogeodcmeosambcsi cmaHOapmom
9120, paspabomaHHom IAQG (cm.bubnuoegpacpusi).

' c paspeweHusi  MexdyHapodHol  opzaHusauyuu o

cmaHdapmu3sayuu (ISO). lMonHyro eepcuto cmaHOapma MOXHO
nonyyums y mobozo 4yneHa ISO unu 6 yeHmpansHOM
cekpemapuame ISO ro adpecy: 1, ch. de la Voie-Creuse, Case
postale 56, CH-1211 Xenesa 20, LLIBEWLIAPWS unu Ha caiime
WWW.is0.0rg. Aemopckoe npaso npuHadnexum ISO.
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2. NORMATIVE REFERENCES

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

ISO 9000:2005, Quality management systems —
Fundamentals and vocabulary

3. TERMS AND DEFINITIONS

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

Throughout the text of this International Standard,
wherever the term “product” occurs, it can also mean
“service”.

3.1 Risk

An undesirable situation or circumstance that has both a
likelihood of occurring and a potentially negative
consequence.

3.2  Special Requirements

Those requirements identified by the customer, or
determined by the organization, which have high risks to
being achieved, thus requiring their inclusion in the risk
management process. Factors used in the determination of
special requirements include product or process
complexity, past experience and product or process
maturity. Examples of special requirements include
performance requirements imposed by the customer that
are at the limit of the industry’s capability, or requirements
determined by the organization to be at the limit of its
technical or process capabilities.

3.3 Critical Items

Those items (e.g., functions, parts, software,
characteristics, processes) having significant effect on the
product realization and use of the product; including safety,
performance, form, fit, function, producibility, service life,
etc.; that require specific actions to ensure they are
adequately managed. Examples of critical items include
safety critical items, fracture critical items, mission critical
items, key characteristics, eftc.

Ctp. 10 n343
2. HOPMATUVBHBbIE CCbINKKA
HwxeynomsHyTble  OOKyMEHTbl  ob6si3aTenbHbl  Mpwu
NpMMEHeHUM 3TOro [JoKymeHTa. B cnyyae ccbinok ¢
yKkazaHuem pgatbl  MPUMEHUMO TONMbKO  LUTUpyemoe

usnaHne. [Ons ccbinok 6e3 ykasaHust gatbl NPUMEHUMO
nocrnegHee usgaHue YNOMSIHYTOrO AOKYMeHTa (BKIouas
nobble nonpaskm).

ISO 9000:2005 «Cucmembl MeHedXMeHmMa Kadecmea -
OCHOBHbIe MOMIOXEHUS U C/l08apby.

3. TEPMWHbI 1 ONPEOENEHWNA

[ns uenen HacTosILLEro AOKyMeHTa NPUMEHMMbI TEPMUHBbI
n onpegeneHus, npusegeHHsle B 1ISO 9000.

TepMUH «NpOAYKUMSI», BCTPEYAOLLMINCS B TEKCTE
HaCTOSILLEro MexayHapoaHOro CTaHaapTa, MOXET Takke
o3HayaTb «yCnyry».

3.1  Puck

HexenamensHasi cumyayusi unu obcmosmenibecmeo,
Komopoe umMeem 8epOsIMHOCMb  B803HUKHOBEHUST U
rmomeHuyuanbHoO HezamueHble Moc/1edcmeusl.

3.2 Ocobbie mpebosaHusi

TpebosaHusi, onpedeneHHble  nompebumenem  unu
ycmaHoeseHHble — op2aHu3auyuel, npu  OocmuXeHuu
KOmMopbIX B03HUKaem @8bICOKUl puck, 4mo mpebyem
BKITHOYEHUS UX 8 MPOUECC yrpaessieHusl puckom. @akmopsbl,
yqyumbleaembie npu onpedesieHUU ocobbix mpebosaHull,
8K/IIOYalOm  CIIOXKHOCMb — MPOdyKyuu  unu  npouecca,
npedwecmeyrouuli onbim, a makxe yposeHb pa3eumusi
npodykyuu unu npouecca. lNMpumepb! 0cobbix mpebosaHuli
gK/roYaom 3KCryamauyuoHHble mpeboesaHrusi,
ycmaHosseHHble nompebumeniem U Haxol0sujuecss Ha
npedesnie ompacrieabix 803MoxHocmed, unu mpebosaHus,
onpederieHHble opeaHu3ayuel u Haxodswuecs Ha
npedene MEeXHUYEeCKUX unu mexHoI02u4eCcKUX
803MOXHOCMell opaaHu3ayuu.

3.3  Kpumuuyeckue anemeHmbI

Te anemeHmbi (Hanpumep, QyHKUUU, KOMIIIEKMyujue,
npoepammHoe obecrieyeHue, Xapakmepucmuku,
fpouecchkl), KOmMopble  OKa3blgarm  CyWECmBEHHOE
gnusiHUe Ha coddaHue u npumMeHeHue rnpoldyKyuuU, 8KIIKYas
b6e3onacHocmb,  aghgpekmusHocmb,  opmy,  nocadky
(mpu2oBHOCMB), byHKUUU, 803MOXHOCMb Mpou3eodcmea,
CPOK akcrnyamauyuu, u m.0., u mpebyrnuue 0cobbix
Oelicmeull 0ns obecrieyeHus1 adekeamHoO20 yripaerieHusi
umu. [llpumepbl Kpumu4yecKkux 371eMeHmMo8 6K4arm


http://www.klubok.net/Downloads-index-req-viewdownloaddetails-lid-219.html
http://www.klubok.net/article2375.html
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3.4  Key Characteristic

An attribute or feature whose variation has a significant
effect on product fit, form, function, performance, service
life or producibility, that requires specific actions for the
purpose of controlling variation.

NOTE Special requirements and critical items are new
terms and, along with key characteristics, are interrelated.
Special requirements are identified when determining and
reviewing requirements related to the product (see 7.2.1
and 7.2.2). Special requirements can require the
identification of critical items. Design output (see 7.3.3) can
include identification of critical items that require specific
actions to ensure they are adequately managed. Some
critical items will be further classified as key characteristics
because their variation needs to be controlled.
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anemMeHmsbI, KpUMUYHbIe C MOYKU 3peHusi 6esonacHocmu,
usnoma u 8bIMOSIHEHUSI 3adayu, Krto4eeable
xapaxkmepucmuku u m.f.

3.4  Knrodesbie xapakmepucmuku

Xapakmepucmuka unu ceolcmeo, eapuayuu KomopbiX

0Ka3blgarom CywecmeeHHoe e/ussHUe Ha nocaoky,
npueoGHocmb,  ¢hopmy,  QyHKUUrO, 3¢hghekmusHoCmb
aKcrnlyamayuro, CpoK cnyxbbl npodykyuu unu  Ha

803MOXXHOCMb €€ U320MOoeJIeHUs], U Komopble mpebyom
0Cc0bbIx Oelicmeull ¢ uesnbro yrnpaseHuss eapuayusmu.

TNMPUMEYAHUE «Ocobbie mpebosaHusi» U «Kpumu4yeckue
3/1IeMeHmMbl» AB8JIAIMCA HOB8bIMU mepMUHamu U mak Xxe,
KaKk  K/o4esble  Xapakmepucmuku,  83aUMOCEsI3aHbI.
Ocobble mpebosaHusi onpedensromes npu orpedeneHuu
u aHanuse mpebogaHul, Kacarowuxcs npPodyKyuu
(em.7.2.1 u 7.2.2). Ocobbie mpebogaHusi Mmoaym
nompebosampe ornpedeneHus KpUumu4YecKux 3/1eMeHmos.
Pesynbmambi  npoekmuposaHuss  (cm.7.3.3)  moz2ym
gKk/moYame UOeHmMuUGbUKaUyuro Kpumu4yecKkux 3/1eMeHmos,
mpebyrowux ocobbix Oelicmeuli 0Ons  obecrievyeHus
adekeamHo20 yrnpaeneHusi umu. Hekomopnbie
Kpumu4eckue 3NeMeHMkbI bydym Oarnee
KrnaccuguyuposaHbl Kak KIHoYesble Xapakmepucmuku,
MOCKOMbKY UX 8apuayuu mpebyom yrnpaeneHus.
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4. QUALITY MANAGEMENT SYSTEM

4.1 General Requirements

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

The organization’s quality management system shall also
address customer and applicable statutory and regulatory
quality management system requirements.

The organization shall

a) determine the processes needed for the quality
management system and their application throughout the
organization (see 1.2),

b) determine the sequence and interaction of these
processes,

c) determine criteria and methods needed to ensure that
both the operation and control of these processes are
effective,

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

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

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

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

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

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

4.1 Ob6wue TpebosaHus
OpraHusaumss  JOMKHa  YCTaHOBUTb, AOKYMEHTanbHO
ocbopmnTb, BHEOpWUTb U NOAAEPXKMBaTb  CUCTEMY

MeHeXXMEeHTa KadeCctBa W TMOCTOAHHO YynyduwaTb eé
pe3ynbTaTMBHOCTb B COOTBETCTBUM C TpeGOBaHI/IFIMVI
HacTodlero MmexagyHapoaHoro ctaHaapTa.

Cucmema  MeHedxmMeHma  Kayecmea  opaaHu3ayuu
domkHa y4umbleamb mpebosaHusi nompebumerns u
npuMeHuUMble ~ 3aKkoHoOamesibHble U HOPMamueHble
mpebosaHusi K cucmeme MeHedXMeHmMa Kkayecmea.

OpraHunsauusa OomkHa

a) onpegenuTb NPOLECCHI, HEOBXOAMMbIE NS CUCTEMbI
MeHeDKMEHTa Ka4yecTBa, U UX NPUMEHEHUE B OpraHnsaumu
(cm. 1.2),

b) onpegenuTtb nocnepoBaTenbLHOCTL U B3aMMoaencTene
3TMX NPOLLECCOB;

C) onpenenuTb KPUTEPUM U METOAbI, HEOOXOAMMbIE ANIS
obecneyveHnsa adhPEKTUBHOIO BbINOMHEHUSA 3TUX NPOLECCOB
W ynpaBnieHus nmu,

d) obecneunTb HaMMune pecypcoB 1 MHopMaLUK,
HeobxoauMbIX ANst noaaepkaHus PYHKLMOHUPOBaHUS
MPOLECCOB M UX MOHUTOPWHra,

e) OCyWeCTBIATb MOHUTOPWUHT, UBMEPATDb, rae
NPUMEHNMO, U aHanmnM3npoBaTb 3TU NpoLeccol, A

f) ocywecTBNATL AENCTBUSA, HEOOX0OUMbIE AN
OOCTWKEHUS 3anfiaHMPOBaHHLIX Pe3yrbTaToB U
MOCTOSIHHOIO YNy4LlEeHUs1 3TUX NPOLEeCcCoB

OpraHuzauus JormkHa ynpaenaTb 3TUMK Mnpoueccamu B
COOTBETCTBUU c TpeGoBaHuaAMHU HacTosILLero
MeXOyHapoaHOro cTaHgaprTa.

Ecnn opraHunsauusa BbI6VIpaeT ayTCoOpCUHI Ona  KaKoro-
nm6o npouecca, KOTOprVI BnnaAeT Ha COOTBEeTCTBUE
npoaykumn Tpe6OBaHMﬂM, opraHunsauua AOJIKHa
obecneuntb ynpaBJiieHne TakKnMun npoueccamMmu. Tun n
cTeneHb ynpaslieHnd, npuMMeHnmble K Mpoueccam,
nepegaHHbIM Ha ayTCOPCUHI, OOJIKHbI ObITb onpegeneHbl
B CUCTEME MEeHe)KMeHTa Ka4ecTBa.

MPUMEYAHNE  1:  BblweynomsHyTble
HeobXxooumble ANA  CUCTEMbl MeHeXXMeHTa KayecTBa,
BKMIOYalOT  npoueccbl  OeATenbHOCTM  PYKOBOACTBA,
obecrneveHnss  pecypcamu,  CO34aHUA  MPOAYKLUM,

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

NOTE 3 Ensuring control over outsourced processes does
not absolve the organization of the responsibility of
conformity to all customer, statutory and regulatory
requirements. The type and extent of control to be applied
to the outsourced process can be influenced by factors
such as

a) the potential impact of the outsourced process on the
organization’s capability to provide product that conforms
to requirements,

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

c) the capability of achieving the necessary control
through the application of 7.4.

4.2 Documentation Requirements

421 General

The quality management system documentation shall
include

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

b) a quality manual,

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

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

The organization shall ensure that personnel have access
to, and are aware of, relevant quality management system
documentation and changes.

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

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

a) the size of organization and type of activities,

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

NOTE 3 The documentation can be in any form or type of
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N3MEpEHWI, aHann3a n yrny4lueHusl,

MPUMEYAHUE 2: « AyTCOpCHbI npoLecc» — 3TO npoLecc,
KOTOpbIN Heobxoaum opraHuvsauum Ons ee CucTembl
MEHe)KMEeHTa KadeCTBa W  BbINOJIHEHWE  KOTOPOro
opraHunsauusi nepegaeT CTOPOHHEN OpraHn3aumu.

NMPUMEYAHUE 3: ObecneyeHne yrnpaBneHus
ayTCOPCHbIMM MpoLeccammn He 0cBOBoXAaeT opraHM3aunio
OT OTBETCTBEHHOCTU 3a COOTBETCTBME BCEM TpebGoBaHMAM
notpebutensl,  3akoHoAaTeNbHbIM U HOPMaTMBHBLIM
TpeboBaHnaM. Ha Tun K cTeneHb  ynpaBneHus,
NPUMEHUMBIE K ayTCOPCHbIM MpoLieccam, MOryT OKa3biBaTb
BMUsIHWE Takne (PakTopbl Kak:

a) noTeHuUMarnbHOe BO3eNCTBME ayTCOPCHOro npoLecca
Ha CnocoBGHOCTL OpraHU3aL MK BbiMyckaTb NPOAYKLMIO,
COOTBETCTBYHOLLYIO TpeGoBaHNAM,

b) cTeneHb, 4O KOTOPOW COBMELLAETCA ynpaBneHne
npoLieccom,

C) CMOCOBHOCTb AOCTUXKEHUSA HEOOXOAMMOrO yrpaBreHns
nyTem nNpMMeHeHus TpedoBaHWI ariemeHTa 7.4.

4.2 TpeboBaHus K AOKYMEHTaLUn

421 O6LwWwMe nonoxeHuns

[okymeHTaumnsa cuctemMbl MeEHEPKMEHTA KayecTBa OOIDKHa
BKNtOYaThb

a) [OKYMEHTMPOBAHHbIE 3aSBNEHUS O NMOMUTUKE U LENsX
B obnacTu kayecTsa.

b) PykoBoacTBo no KayecTay,

C) [OKYMEHTMPOBaHHbIE NpoLleaypbl U 3anucuy,
Tpebyemble HacTosWwmMM MexagyHapoaHbiM CTaHaapToMm, n

d) AOOKYMEHTbI, BKI1lo4aa 3anncun, Kotopble opraHn3auna
onpepenaeT Kak Heobxoaumble Ans pe3ynbTaTuBHOIO
nnaHnpoBaHMA CBOUX NpoLeccoB, NX OCYLLECTBIIEHNA U
ynpasiieHNA NMN.

Opzarusayusi domxkHa obecrieyums docmyrn rnepcoHana K
coomeemcmeyroujel OokymMeHmauuu cucmembl
MeHedXMeHma Ka4ecmea U USMEHEHUSIM.

MPUMEYAHUE 1. TepMuH «AOKYMEHTMPOBaHHas
npouegypa» B 3TtoM MexagyHapogHom CraHgapTe
O3Havaer, yTo npoueaypa paspaboTaHa,
OOKYMeHTUpoBaHa, BHegpeHa u nogaepxusaetca. OanH
OOKYMEHT MOXET cofepxaTtb TpeboBaHusa Anst OAHOW Unn
HECKOJSTbKMX npoueayp. TpeboBaHus ans
OOKYMEHTUPOBAHHOW npouenypbl  MOryT  COAEepXaTbCHA
bonee 4yem B OAHOM JOKYMEHTE.

MPUMEYAHUE 2: O6bem fOKyMEHTaUUN CUCTEMBI
MeHeXKMEeHTa Ka4yecTBa MOXET ObiTb pa3HbIM B
pPasnunyHbIX OpraHn3aunsix B 3aBMCUMOCTM OT:

a) pasmepa opraHusauuu u BUOOB ee OeATENbHOCTH,
b) cnoxHocTn NpoueccoB 1 MX B3anMoaencTBus, u

C) KOMMNETEHTHOCTW nepcoHana.

MPUMEYAHWME 3: JokymeHTaumns MoXeT CO34aBaThbCH Ha
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medium.

4.2.2 Quality Manual

The organization shall establish and maintain a quality
manual that includes

a) the scope of the quality management system, including
details of and justification for any exclusions (see 1.2),

b) the documented procedures established for the quality
management system, or reference to them, and

c) adescription of the interaction between the processes
of the quality management system.

4.2.3 Control of Documents

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

A documented procedure shall be established to define the
controls needed
a) to approve documents for adequacy prior to issue,

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

c) to ensure that changes and the current revision status
of documents are identified, to ensure that relevant
versions of applicable documents are available at points of
use,

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

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

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

4.2.4 Control of Records

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

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

The documented procedure shall define the method for
controlling records that are created by and/or retained by
suppliers.
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HocuTensax nboro Tuna v BMaa.

4.2.2 PykoBoACTBO MO Ka4yecTBy

OpraHnsaums OoMmKHa YyCTaHOBUTbL M NMOAAEPXKUBATL B
paboyem cocTosHUM PykoBOACTBO MO KayecTBy, KOTOPoe
BKItOYaeT

a) obnacTtb NPUMEHEHUsI CUCTEMbI MEHEIXKMEHTA
KayecTBa, BKroyasi nogpobHoe onncaHne n 060CHOBaHue
noBbIX ncknoyeHun (cm. 1.2);

b) noKymeHTMpoOBaHHbIE NpoLeaypbl, YCTAHOBIMEHHbIE B
CcUCTEME MEHeKMeHTa KayecTBa, UMK CCbINKN Ha HUX, U
C) onucaHwe B3aUMOAENCTBUS MEXAY npoueccamu
CUCTEMbI MEHE)KMEHTa KayecTsa.

4.2.3 YnpaBneHue gOKyMeHTauuen

[okymeHTauns, HeobxoaMmass B CUCTEME MEeHedXMeHTa
KayecTBa, OOrkHa ObiTb ynpaBngemon. 3anucu — 3TO
0CO6bIVi BMO OOKYMEHTOB; OHWM AOMXKHbl HAXOAWUTLCHA MOA
ynpaBneHnem B COOTBETCTBUM C  TpeboBaHuaMH,
N3MNOXEHHbIMMW B NyHKTE 4.2.4.

Heobxoanmo ycTaHOBUTL AOKYMEHTUPOBAHHYHO
npouenypy, onpeaensoLwyo Mepbl No ynpaBneHuo Ans:
a) yTBepXAeHWs OOKYMEHTOB Ha npeaMeT adeKkBaTHOCTU
[0 VX BbINYCKa;

b) aHanu3a n obHoBREHWs, No Mepe HeobxoaumocTn, a
TaKke NOBTOPHOIO YTBEPXKAEHNS JOKYMEHTOB;

C) waeHTMdMKaLMM U3MEHEHNN N cTaTyca TeKyLwen
pefakuum JOKYMEHTOB B Lensx obecnedyeHuns Toro, 4to
OeVCTByOLME pedakunn NPUMEHNMbIX JOKYMEHTOB
UMEIOTCS B Hanm4mMm B MecTax Mx MCNosfb30BaHus.

d) obGecneyeHns TOro, YTO AOKYMEHTbI yaobounTaembl u
NUMEIOT YEeTKYI naeHTUmrKaumio;

e) obecneveHns TOro, YTO AOKYMEHTbI BHELLHETO
NPOUCXOXAEHUS, ONpeaeneHHble opraHu3aumnen kak
HeoOXxoaMMble Ansi NNaHUpPoBaHUS U PYHKLMOHUPOBaHUS
CUCTEMbl MEHE)KMEHTA KayecTBa, NOEHTUMULMPOBaHSI, a
nx pacnpegeneHve HaxoauTcs Nog ynpasneHnem, u

f) npepoTBpalleHnsa HenpegHaMepPeHHOro
MCMONb30BaHMSA YCTapeBLUNX AOKYMEHTOB U UX
Hagnexalwlen naeHTuduKaumMm B criydasix, Koraa oHu
COXPaHSIOTCH B KAKMX-NMGO LIensiX.

4,24 YnpaBneHue 3anucsimu

3anuvcun, cosgaBaemMble C Lenbio CO30aHUA CBUAETENbCTB
COOTBETCTBUA TpeﬁoBaHMﬂM N pe3ynbTaTtuBHOIO
(*)yHKLI,VIOHVIpOBaHVIFI CUCTEMbI MEHEIKMEHTa Ka4yeCTBa,
[OIMKHbI ObITb ynpasiideMbiMN.

OpraHusauusa AomkHa paspaboTtatb [0OKYMEHTUPOBaHHYIO
npoueaypy, onpeaensioLlyo Mepbl ynpaBreHus,
HeobxoauMble Ans MOEHTUUKALMMN, XPaHEHUS], 3aLLUTDI,
noucka, nepuoaa XpaHeHusl U U3bATUS 3annCeN.

LokymeHnmuposaHHasi npouedypa dormkHa onpedernsme
crnocob yripaeneHusi 3anucsimu, co3dasaembimu
nocmasuwukamu U (Unu) XpaHawuMucs y nocmasujuxkos.
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Records shall remain legible, readily identifiable and
retrievable.

5. MANAGEMENT RESPONSIBILITY

5.1  Management Commitment

Top management shall provide evidence of its commitment
to the development and implementation of the quality
management system and continually improving its
effectiveness by

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

b) establishing the quality policy,

c) ensuring that quality objectives are established,

d) conducting management reviews, and
e) ensuring the availability of resources.
5.2  Customer Focus

Top management shall ensure that customer requirements
are determined and are met with the aim of enhancing
customer satisfaction (see 7.2.1 and 8.2.1).

Top management shall ensure that product conformity and
on-time delivery performance are measured and that
appropriate action is taken if planned results are not, or will
not be, achieved.

5.3 Quality Policy
Top management shall ensure that the quality policy

a) is appropriate to the purpose of the organization,

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

c) provides a framework for establishing and reviewing
quality objectives,

d) is communicated and understood within the
organization, and

e) is reviewed for continuing suitability.

5.4 Planning
5.4.1 Quality Objectives

Top management shall ensure that quality objectives,
including those needed to meet requirements for product
[see 7.1 a)], are established at relevant functions and
levels within the organization. The quality objectives shall
be measurable and consistent with the quality policy.

5.4.2 Quality Management System Planning
Top management shall ensure that
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3anucuy JomKkHbl 0cTaBaTbCsi pa3bopymBLIMU, NEFKO
NMOEeHTUPULMPYEMBIMU N AOCTYMHBIMU.

5. OTBETCTBEHHOCTb PYKOBOACTBA

5.1 ObgasaTtenbcTBa pykoBoACTBa

Beicwee pykoBoACTBO AOMMKHO NpeacTaBuTb
CBUOETENbCTBO CBOMX 06513aTeNbCTB MO paspaboTke,
BHePEHUIO N NOCTOAHHOMY YNy4LUEHUIO
pe3ynbTaTMBHOCTN CUCTEMbI MEHEPKMEHTa KavyecTBa
nocpeacTBoM

a) vHdopMMpOBaHMA OpraHn3auum o BaXKHOCTH
BbINOMHeHnss TpeboBaHMn NoTpebutens, a Takke
3aKoHoAaTeNbHbIX U HOPMaTUBHbIX TpeboBaHWI;

b) onpegeneHus nonuTukM B 06NacTu KavecTBa;

c) obecneyeHus Toro, 4YTo Lenm B obnactu kavyecTea
YCTaHOBMEHbI,

d) npoBeaeHus aHanusa co CTOPOHbI PYKOBOACTBA; U
e) obecneyeHns HanM4mMa HeoBXo0AMMBIX PeCcypCoB.
5.2 OpveHTaumsa Ha noTpebutens

Beicwee pykoBogcTBO AOMMKHO obecneynTb onpeaeneHne
TpeboBaHu NOTPebUTENSA N COOTBETCTBUE UM C LIEMbIO
OOCTWKEHUS YAOBNEeTBOPEHHOCTU NOTpebuTtens (cm.
nn.7.2.1n 8.2.1)

Bbicwee pykoeodcmeo domkHO obecriedums U3MepeHue
rnokasameneli coomeemcmeusi MpodyKyuu u
C80E8PEMEHHOCMU TOCMABOK, @ MakKXXe 8bINMO/IHEHUE
coomeemcmeyowux delicmeudl, ecriu rniaHosble
pe3ynbmamsl He docmuaHymbl unu He 6ydym
docmueHymel.

5.3 TlonuTtuka B obnacTtu ka4yecTtsa

Bbiclwiee pykoBOACTBO AOMKHO 06ecneynTb, YTO NONMTMKa
B obnactu kayecTBa

a) COOTBETCTBYET LeNnsM opraHmsaLmu,

b) BknioyaeT 0b6a3aTenLCTBA MO COOTBETCTBUIO
TpeboBaHNAM 1 NOCTOSHHOMY NOBbILLEHNIO
pe3ynbTaTMBHOCTW CUCTEMbI MEHEXMEHTA Ka4yecTBa;

C) co3gaeT OCHOBY A YCTaHOBIEHUS U aHanuaa uenew
B 06racTu Ka4ecTBa;

d) posepeHa po cotpygHukos OpraHunsauum u
NnoHnMaema; u

€) aHanM3upyeTcs C Lenbi NOCTOSIHHOIO Noaaep)XaHus
€e NpuUrogHoCTw.

5.4 TlnaHnpoBaHue

54.1 Uenu B obnactu kayectsa

Beicluee pykoBOACTBO AOMKHO oGecneunTb, YTO Lenn B
obrnactm kadvecTBa, BKMYas Te Uenu, KoTopble
HeobXoAMMbl ANsi BbIMOMHEHNs TpeboBaHU K NpoAyKumu
(cm.7.1a) ycTaHOBNEHbI ANS COOTBETCTBYIOLNX PYHKLMIA 1
YPOBHEN BHYTpW opraHusauun. Llenn B obnactu kavecTtsa
OOMKHbI BbITb U3MEPMMBIMU U COrNAacoBaHbl C MOMUTUKON
B 0b6racTtu kayecTtBa.

542 5.4.2 NnaHnpoBaHne CUCTEMbI MEHEOXKMEHTA
KayecTBa Bbicliee pykoBOoACTBO AOMKHO obecneyumnTb
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a) the planning of the quality management system is
carried out in order to meet the requirements given in 4.1,
as well as the quality objectives, and

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

5.5 Responsibility, Authority and Communication
5.5.1 Responsibility and Authority

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

5.5.2 Management Representative

Top management shall appoint a member of the
organization’s management who, irrespective of other
responsibilities, shall have responsibility and authority that
includes

a) ensuring that processes needed for the quality
management system are established, implemented and
maintained,

b) reporting to top management on the performance of
the quality management system and any need for
improvement,

c) ensuring the promotion of awareness of customer
requirements throughout the organization, and

d) the organizational freedom and unrestricted access to
top management to resolve quality management issues.

NOTE The responsibility of a management representative
can include liaison with external parties on matters relating
to the quality management system.

5.5.3 Internal Communication

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

5.6 Management Review

5.6.1 General

Top management shall review the organization's quality
management system, at planned intervals, to ensure its
continuing suitability, adequacy and effectiveness. This
review shall include assessing opportunities for
improvement and the need for changes to the quality
management system, including the quality policy and
quality objectives.
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a) OCyLLeCTBMNEHME NNTAHNPOBAHMS CUCTEMBI
MEeHePKMEHTa Ka4yecTBa A5l BbINONHEeHUsA TpeboBaHui,
M3MNOXEHHbIX B NM.4.1, a Takke AOCTWKEHUS Lenen B
obnacTtu ka4yecTBa, n

b) noppepxaHune LENOCTHOCTM CUCTEMBI MEHEIKMEHTA
KayecTBa npu NNaHMpOBaHWMN N BHECEHUW U3MEHEHUN B
CUCTEMY MEHeXXMEeHTa KayecTsa.

5.5 OTBETCTBEHHOCTb, MOSIHOMOUYUS U UHOPMUPOBaHME
55,1 OTBETCTBEHHOCTb 1 NONIHOMOYNS

Bbiclwee pykoBOACTBO AOMKHO 06ecneunTs onpeaeneHme
OTBETCTBEHHOCTM M NOSIHOMOYUIA N MHPOPMUPOBAHUNE O
HWX BHYTPU OpraHv3auum.

5.5.2 [llpegcrtaButens pykoBoacTBa

Bbicluee  pyKoBOACTBO  [OOIMKHO  HA3HauMTb  4reHa
MEeHe)KMeHTa opraHu3auun, KOTOpbI He3aBUCMMO OT
[OpYroii BO3IOXEHHON Ha HEro OTBETCTBEHHOCTW, AOMKEH
HECTU OTBETCTBEHHOCTb M UMETb MONTHOMOYUS, KOTOpble
BKIOYatoT

a) obecneyeHne TOro, YTO NpoLecckl, Heobxoaumblie B
cucTeMe MeHeKMeHTa KayecTBa, YCTaHOBIEHbI,
BHeApeHbl U NMOAAEPKNBAKOTCS;

b) npepcTaBneHne oT4ETOB BbICLLEMY PYKOBOACTBY
opraHusaumm o PyHKLNOHMPOBAHUN CUCTEMBI
MeHeIKMeHTa KavyecTBa, BKMoYasa AaHHble, HeobxoauMble
ONs ee ynyudlleHus;

c) obecnevyeHne ocBeLOMITEHHOCTM O TPeBOBaHUSX
noTpebutens BHyTPWU opraHusauun, u

d) opeaHu3ayuOHHy c80600y U HEO2PaHUYEHHbIU
docmyn K 8bicweMy pykogeodcmey Ot pelweHust
80rPOCO8, C853aHHbIX C MEHEOXMEHMOM Kavyecmea.

MPUMEYAHWE: O6Ga3aHHOCTM npeactaBuTenst pyKkoBoACTBa
MOryT BKMOYaTb B3aMMOOENCTBME C BHELUHMMW CTOPOHaMu Mo
BOMpOCaM CUCTEMbl MEHE)KMEHTA KayecTea.

5.5.3 BHyTpeHHee nHopMnpoBaHue

Beicwee pyKoBOACTBO [OKHO obecneunTb
yCTaHOBMNEHWE B  OpraHuM3auuy COOTBETCTBYHOLLMX
npoLeccoB MHMOPMUPOBaHKSA, a Takke obecneunTb
WH(OPMMPOBAHME NO BOMPOCaM pPe3ynbTaTUBHOCTM
CUCTEMbl MEHEI)KMEHTa KayecTBa.

5.6 AHanua co CToOpOHbl PYKOBOACTBA

5.6.1 OO6Lwme nonoxeHus

Bbicluee pykoBOACTBO AOMKHO MNPOBOAMTL — aHanus
CUCTEMbl MEHEKMEHTa KayecTBa oOpraHu3aumm c

3aﬂ1’|aHMpOBaHHOIZ nepnogn4yHoOCTbIO, 4yTObObI 0becneunTb
ee NOCTOAHHYIO npuUrogHocCTb, ageKBaTHOCTb n
pPe3ynbTaTUBHOCTDb. Takon aHanua [OrKeH BKIYaTb
OLEHKY BO3MOXHOCTEN Ans ynyydyweHna HeobxooMMOoCTb
BHECEHMWS U3MEHEHUI B CUCTEMY MEHeIKMEHTa Ka4yeCTBa,
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Records from management reviews shall be maintained
(see 4.2.4).

5.6.2 Review Input

The input to management review shall include information
on

a) results of audits,

b) customer feedback,

c) process performance and product conformity,

d) status of preventive and corrective actions,
e) follow-up actions from previous management reviews,

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

g) recommendations for improvement.

5.6.3 Review Output

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

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

b) improvement of product related to customer
requirements, and

C) resource needs.

6. RESOURCE MANAGEMENT

6.1 Provision of Resources

The organization shall determine and provide the
resources needed

a) toimplement and maintain the quality management
system and continually improve its effectiveness, and

b) to enhance customer satisfaction by meeting customer
requirements.

6.2 Human Resources

6.2.1 General

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

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

6.2.2 Competence, Training and Awareness

The organization shall

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

b) where applicable, provide training or take other actions
to achieve the necessary competence,

c) evaluate the effectiveness of the actions taken,
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BKIMOYas NONUTKKY M Lenu B obracty kavyecTBa.
Heobxoaumo BecTu 3anuncu No pesynbTatam aHanmsa co
CTOPOHbI pyKOBOACTBA (CM. 4.2.4).

5.6.2 [aHHble ons aHanusa

BxogHble AaHHbIe 4Ns aHanu3a co CTOPOHbI PYKOBOACTBA
[OOJIDKHbI BKITHOYATh CBeAeHUS O:

a) pesynbTaTtax ayguTos,

b) obGpaTHOM cBsI3M Cc noTpebutenewm;

C) YHKUMOHNPOBAHUN NPOLIECCOB N COOTBETCTBUM
npoaykuuu,

d) craTyce KOppeKTUpYLWMX U NpeaynpexaaroLmx
[encTeum;

€) npoBepKe BbIMNOSIHEHWS PELLEHMIN NO pe3ynbTatam
npeablayLwmnx aHann3oB CO CTOPOHbI PYKOBOACTBA;

f) M3meHeHusx, KoTopble MOryT oKka3aTb BMMSHWE Ha
CUCTEMY MEHEXXMEHTa KayecTBa, U,

g) peKomMeHOaumsax no ynyylleHuto.

5.6.3 PesynbtaTtbl aHanusa

PesynbTaTthl aHanu3a co CTOPOHbI PYKOBOACTBA AOSMKHbI
BKMOYaTh Mobble peleHns u 0encTBus, CBsiI3aHHbIE C:

a) noBbIWEHNEM PE3YNbTAaTUBHOCTU CUCTEMBI
MeHeXXMeHTa Ka4yecTBa 1 ee NpoLEeCcCoB;

b) yny4dweHnem npoaykuum, cBsA3aHHbIM ¢ TpeboBaHMaAMM
notpebutens; n

c) noTtpebHOCTAMU B pecypcax.

6. YIPABJIEHUE PECYPCAMA

6.1 ObecneyveHune pecypcamu

OpraHusauusa gormkHa onpeaennTb U Bbl4eNUTb PeCcypChl,
Heobxoaumble Ans

a) BHeapeHus, NoOAAEPKaHUSA U NMOCTOSHHOIO YryylleHust
pes3ynbTaTUBHOCTU CUCTEMbI MEHEXKMEHTA Ka4yeCcTBa, 1

b) noBblleHWs yOOBNETBOPEHHOCTMN NOTpebuTens
nocpeacTBOM BbINOSIHEHUSI €0 TpeboBaHWIA.

6.2 [lepcoHan

6.2.1  OOLure nonoxeHns

MepcoHan, BeinonHsaOWMIA paboTy, KOTopas BNUSET Ha
COOTBeTCTBME TpeboBaHNAM K NPOAYKUMU, AOIKEH ObiTb
KOMMEeTEHTHbIM Ha OCHOBE COOTBETCTBYHOLLErO
obpasoBaHuns, 0O6yyeHns, HaBbIKOB U OMbITa.

NMPUMEYAHWE: Ha cooTtBeTcTBME TpeboBaHMAM K
NPOAYKLUN MOXET OKa3biBaTb NPSIMOE UMM KOCBEHHOE
BNUSAHME NepcoHar, BbiNonHAWLWMI noboe 3agaHve B
pamkax CUCTEMbl MEHEXKMEHTA Ka4eCcTBa.

6.2.2 KomneteHTHOCTb, 0by4yeHne 1 OCBEJOMIMEHHOCTb
OpraHusauusi 4OrpKHa

a) onpepenaTb HEOOXOANMYIO KOMMNETEHTHOCTb
nepcoHana, BbiNonHawLwero paboTty, KoTopas BNUsSET Ha
cooTBeTCTBME TPeOOBaHNSIM NMPOAYKLMN,

b) roe npumeHumo, obecneumBatbe 06yyYeHne nnm
npeanpvHMMaTh UHble OENCTBUSA, Heobxoaumble Ans
[OCTWKeHUsA Tpebyemon KOMNETEHTHOCTH,

C) oueHuBaTb pe3ynbTaTMBHOCTb NPEANPUHATBIX
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d) ensure that its personnel are aware of the relevance
and importance of their activities and how they contribute
to the achievement of the quality objectives, and

e) maintain appropriate records of education, training,
skills and experience (see 4.2.4).

6.3 Infrastructure

The organization shall determine, provide and maintain the
infrastructure needed to achieve conformity to product
requirements. Infrastructure includes, as applicable,

a) buildings, workspace and associated utilities,
b) process equipment (both hardware and software), and

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

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

NOTE The term "work environment" relates to those
conditions under which work is performed including
physical, environmental and other factors (such as noise,
temperature, humidity, lighting or weather).

7. PRODUCT REALIZATION
7.1 Planning of Product Realization

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

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

a) quality objectives and requirements for the product;

NOTE Quality objectives and requirements for the product
include consideration of aspects such as

- product and personal safety,

- reliability, availability and maintainability,

- producibility and inspectability,

- suitability of parts and materials used in the product,

- selection and development of embedded software, and
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[encTeum;

d) obecnedrBaTb OCBEAOMIIEHHOCTb COTPYAHMKOB O POSK
N Ba>XHOCTU UX OeATEeNbHOCTU, a TakKXkKe O TOM, KaKnum
006pa3om OHU COLENCTBYIOT OOCTMXKEHMIO Lienen B obnactu
KayecTBa; n

€) BecCTM COOTBETCTBYOLLME 3anmcu 06 obpasoBaHuy,
06y4eHun, HaBblKax 1 ONnbiTe COTPYAHMKOB (CM. M. 4.2.4).

6.3 WHdpacTpykTypa

OpraHunsaumsa gomkHa onpegensTb, cosgasaTth U
nopgaepxmBaTb MHAPACTPYKTYPY, HEOOBXoaNMYIO ANs
OOCTUXKEHNsi COOTBETCTBUS TpeBGOoBaHMAM K MPOAYKLNN.
NHbpacTpykTypa BKMovaeT, rae NpMMeHUMO:

a) npou3BOACTBEHHbIE MOMeLLeHWs, paboure mecTa u
CBSI3aHHbIE C HUMW CPEACTBa;

b) ob6opynoBaHue ons peanusaumm npoLeccoB
(TexHuyeckune n NporpaMmmHble cpeacTsa); 1

C) BcnoMoraTtenbHble Cnyx0bl (Takue, kKak TPaHCMopT,
CBSA3b UMW MHPOPMAaLNOHHBLIE CUCTEMDI).

6.4 [lpousBoacTBeHHada cpeaa

OpraHusauust 4OMmKHa onpeaennuTb NPON3BOACTBEHHYHO
cpeny 1 OCyLeCTBATb yNpaBneHne Takon cpeaou,
Heobxognmon anst obecneyeHnsa CoOoTBETCTBMS
TpeboBaHMAM K NPOaYKLUN.

NMPUMEYAHUE: TepMnH «Npon3BOACTBEHHAsA cpeda»
OTHOCUTCS K YCIOBUSIM, B KOTOPbIX BbINOSHsieTCA paboTa,
BKITIOYas pmanyeckne, aKonormdeckme n apyrme gakropsbl
(Takve Kak Wwym, TemnepaTypa, BMaXHOCTb, OCBELLEHNE
unu noroga).

7. CO3OAHUE MPOOYKLUWN
7.1 MNnaHnpoBaHne co3gaHnst NPoaYKL MK

OpraHusauns gormkHa nnaHnpoBaTth 1 pa3pabaTbiBaTb
npoLecchl, Heobxoaumble A5is co34aHUs NPOAYKUNN.
MnaHnMpoBaHue co3gaHnst NPOAYKLUN OOIDKHO
cornacoBbIBaTbCs ¢ TpeboBaHUSIMU OPYrnx NPOLLECCOB
CUCTEMbI MEHE)KMEHTa kayecTBa (cm. 4.1).

Mpn nnaHnMpoBaHMK CO34aHMsA NPOAYKUMN OpraHu3auus
[OIDKHA onpeaennuTb, rae HeobxoamMMo:

a) uenu B obnactu kayecTtBa n TpeboBaHUSA
NPUMEHNTENBHO K AaHHOW NpoayKLUMK;

TNPUMEYAHUE Llenu e obnacmu kayecmea u
mpebosaHusi K MpodyKyuUU 8KII04Yaom paccMompeHue
cnedyuux acrnekmos:

- 6e3onacHocmb NpodyKuuu U fiu4yHasi 6ezonacHocme

- HadexXHocmb, G0CMYNHOCMb U PEMOHMHOMPU20GHOCMb,
- 803MOXXKHOCMb MPoU3800cMea U KOHMPOJis,

- IPU20OHOCMb KOMITIIEKMYIOWUX U Mamepuaros,
ucronb3yembix 8 cocmaee rnpodyKyuu,

- 8bI60p U pa3pabomkKy 8CMPOEHHO20 MPoepPaMMHO20
obecrie4yeHus, u
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- recycling or final disposal of the product at the end of its
life.

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

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

d) records needed to provide evidence that the realization
processes and resulting product meet requirements (see
4.2.4);

e) configuration management appropriate to the product;

f) resources to support the use and maintenance of the
product.

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

NOTE 1 A document specifying the processes of the
quality management system (including the product
realization processes) and the resources to be applied to a
specific product, project or contract can be referred to as a
quality plan.

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

7.1.1  Project Management

As appropriate to the organization and the product, the
organization shall plan and manage product realization in a
structured and controlled manner to meet requirements at
acceptable risk, within resource and schedule constraints.

7.1.2  Risk Management

The organization shall establish, implement and maintain a
process for managing risk to the achievement of applicable
requirements, that includes as appropriate to the
organization and the product

a) assignment of responsibilities for risk management,

b) definition of risk criteria (e.q., likelihood,
consequences, risk acceptance),

¢) identification, assessment and communication of risks
throughout product realization,

Ctp. 191343

- nepepabomky usiu OKOHYameslbHyr ymunu3ayuro
npPOdyKUUU 8 KOHUE CPpOKa CryX0bl.

b) Heob6xoaMMOCTb YyCTaHOBMNEHMS NPOLIECCOB,
OOKyMeHTauun, a Tarke obecneveHms pecypcamu,
cneumpuyeckMMn ansa gaHHoW NpoayKumm;

C) COOTBETCTBYHOLLYIO AESATENBHOCTL N0 BepUcUkaumu,
Banuaaummn, MOHUTOPUHTY, U3MEPEHUSIM, U UCMbITaHUSM
NMPUMEHMTENBHO K NPOAYKLMM, a TakKe KpUTEPUM NpUemKku
npoayKumm;

d) 3anucu, Heob6xooMMble B Ka4ecTBe CBUAOETENBCTB
TOro, YTO NPOLLECCHI CO3aaHMsa NPOaYKLUN U roToBast
NPOAYKUUS yAOBNETBOPSIOT NPeabsaBNAeMbIM K HAM
TpeboBaHuaM (cm. n.4.2.4).

€) yrnpasneHue KoHguaypayuel npUMeHUMesIsHO K
npodyKyuu;

f) pecypcbi dnsi noddepxaHusi UCONb308aHUs U
mexHU4YecKo20 obcryxusaHus npodyKyuu.

PesynbTaT Takoro nnaHMpoBaHus AOImKeH 0hOpMAATLCS B
TOM BMAE, KOTOpbIN Hanbonee noaxoauT Anst METOLOB
paboTbl OpraHusaumn.

MPUMEYAHUE 1 [JokyMeHT, onpeaenstowmi npoLecchl
CUCTEMbI MEHEKMEHTa KayecTBa (BKoYasi NpoLecchbl
co3gaHnsa NpoAYyKUUN) U pecypcbl, NpegHa3HavYaeMble Ansi
NPUMEHEHNST K KOHKPETHOM NPOAYKL MK, MPOEKTY UK
KOHTPaKTy, MOXET paccMaTpmBaTbCA Kak NiaH kadecTBa.

MPUMEYAHWE 2: MNpwu paspaboTke npoLeccoB co3gaHus
npoaykuun OpraHnsaumnsa MOXeT Takke
pykoBoACTBOBaTLCHA TpeboBaHNsAMM, NpMBEAEHHbIMY B .
7.3.

7.1.1  YnpaereHue rnpoekmom

B 3agucumocmu om opeaaHu3auyuu u npodykuuu,
opeaHu3ayusi 0o/KHa nnaHupoeams U yrpasssimb
co30aHueM rpodyKyuu, UCrosb3ys CMpyKMypupos8aHHbIl
u ynpaensieMbili Memod, ¢ Uesibio coomeemcmeusi
mpeb6oeaHusiM rpu GorycmuMoM pucKe, 8 pamKax
docmyrnHbIX pecypcoe U epaguka.

7.1.2  YnpaerneHue puckom
OpeaHuzayusi Go/mkHa ycmaHo8uUmMb, 6HEOpUMb U
noddepxxugampb  MPOUECC yrpaesieHuUsl PUCKOM  Onsi

8bIMOMTHEHUST NPUMEHUMbIX mpebosaHull, Ymo eKroYaem,
8 3asuUcUMOCMU OmM op2aHu3ayuu u npodykuuu

a) pacnpederieHue omMeemcmeeHHOCMU 3a yrpassieHue
puckom,

b) onpedenerHue kpumepuees pucka (Hanpumep,
8ePOSIMHOCMb B803HUKHOBEHUS, M10C/1e0Cmaeus,
donycmumocme pucka),

C) udeHmMubukayuo, OUeHKy pucka u uHghopmuposaHue
0 HeM 8 ripoyecce co3daHusi NpPodyKyuU,
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d) identification, implementation and management of
actions to mitigate risks that exceed the defined risk
acceptance criteria, and

e) acceptance of risks remaining after implementation of
mitigating actions.

7.1.3  Configuration Management

The organization shall establish, implement and maintain a
configuration management process that includes, as
appropriate to the product

a) configuration management planning,
b) configuration identification,

¢) change control,

d) configuration status accounting, and
e) configuration audit.

NOTE See ISO 10007 for guidance.

7.1.4  Control of Work Transfers

The organization shall establish, implement and maintain a
process to plan and control the temporary or permanent
transfer of work (e.g., from one organization facility to
another, from the organization to a supplier, from one
supplier to another supplier) and to verify the conformity of
the work to requirements.

7.2 Customer-Related Processes

7.2.1 Determination of Requirements Related to the
Product

The organization shall determine

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

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

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

d) any additional requirements considered necessary by
the organization.

NOTE Requirements related to the product can include
special requirements.

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

7.2.2 Review of Requirements Related to the Product

The organization shall review the requirements related to
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d) udeHmudbukayuto, BHeOpeHue U yrpasreHue
OelicmausiMu 10 YMEHbLWEHUI PUCKOB8, MPesbiluarouux
onpederieHHbIe Kpumepuu 00MycmuMOCmu pUCKos, U

€) [MpuHSMuUe pUCKo8, 0CMasUWUXCS MOoCse 8bIMOSIHEHUS
cmsieqarowux Oeldcmeuldl.

7.1.3  YnpaeneHue KoHguzypayuel
OpeaHu3zayusi Go/mkHa ycmaHo8UmMb, 8HeOpUMb U
noddepxusamb 8 paboyemM  COCMOSIHUU  MPOYECC

ynpaeneHusi KoHguaypauyuel, Komopbil 8 3asucumocmu
om npodyKyuU eKno4aem

a) nnaHuposaHue yrnpasneHusi KoHguaypayued,

b) onpedenerHue koHpuaypayuu,

C) ynpasneHue UsMeHeHUsIMU,

d) omyem o cmamyce KoHgbuaypauuu, u

e) aydum KoHuaypayuu.

MNMPUMEYAHUE: B kadecmee pykosodcmea cm. ISO
10007.

7.1.4  YnpaeneHue nepedayeli pabomal

OpeaHuzayusi Go/mkHa ycmaHo8UMb, 8HeOpUMb U
noddepxueamb 8 paboyeM COCMOSIHUU  MPOUECC
faHuposaHusi U yrpaesieHUss ~ 8peMeHHol  unu
rnocmosiHHoU nepedayel pabomsbi (Hanpumep, om 00HO20
obbekma opeaHu3zayuu Opy2oMy, om opaaHu3ayuu
rnocmaswuky, om 00HO20 rfocmaswuka Opyaomy
rnocmaswjuky), a makxe [poBePKU Coomeemcmeus
pabombl mpebogaHUusIM.

7.2 lNpouecchl, CBA3aHHbIE C NOTpedbuTenem

7.2.1  OnpepaeneHve TpeboBaHW, CBA3AHHbIX C
npoaykumnen:

OpraHu3aumnsi 4OMKHA ONpeaenuTh:

a) TpeboBaHus, onpeaeneHHble NoTpebuTenem, Bko4as
TpeboBaHWs K OCTaBKE U MOCNENPOAAKHOMY
obCnyXMBaHMto,

b) TpeboBaHus, He onpedeneHHble NoTpedbuTenem, Ho
HeoOXxoavMble ANst UICNOMNb30BaHNUS B 3aaHHbIX UITK
npegnonaraembix LEensix, €Cnv 0 TakoBbIX N3BECTHO;

C) 3akoHoAaTenbHble U HOpMaTMBHbIE TPEOOBaHMS,
OTHOCSILLMECS K MPOJYKLNK; 1

d) nobble gononHuTenbHble TpeboBaHus,
paccmaTtpuBaeMble OpraHvM3aunen Kak Heobxogmmeble.,

TNMPUMEYAHWE TpeboeaHusi, omHocsuwuecs K npodyKuyuu,
Mo_2ym eKrtodame ocobble mpebosaHusl.

NMPUMEYAHUE: [earenbHoCTb nocne NoCTaBKun
BKIOYaerT, Hanpuvep,  OeucTeBus no  rapaHTuum,
[OroBOpHble 00s3aTenbCcTBa, TakMe Kak ycryrm no

06CnyXMBaHWIO, @ TakKe OOMOSNHUTENbHbIE YCNYrK, Takne
Kak nepepaboTka unu nukeugaums.
7.2.2 AHanus TpebGoBaHWI, CBSI3AHHbIX C NPOAYKLMEN

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

a) product requirements are defined,
b) contract or order requirements differing from those
previously expressed are resolved,

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

d) special requirements of the product are determined,
and

e) risks (e.g., new technology, short delivery time frame)
have been identified (see 7.1.2).

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

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

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

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

7.2.3 Customer Communication

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

a) product information,

b) enquiries, contracts or order handling, including
amendments, and

c) customer feedback, including customer complaints.

7.3 Design and Development

7.3.1  Design and Development Planning

The organization shall plan and control the design and
development of product. During the design and
development planning, the organization shall determine

a) the design and development stages,

b) the review, verification and validation that are
appropriate to each design and development stage, and
c) the responsibilities and authorities for design and
development.

Where appropriate, the organization shall divide the design
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CBSA3aHHbIX C NpoAaykuuewn. TakoW aHanmM3 [OOrKeH
NpOBOANTLCH A0 MPUHATUSA OpraHusaumen o0ba3aTenscTB
no nocTaBke nNpoaykuuMm notpebuteno (T.e. Ao
NnoanucaHns 3asiBKM Ha ydacTtve B TeHaepe, 3aKioyeHus
KOHTpaKkTa vnu NpuUHATUSA 3akasa, BHECEHUS U3MEHEeHWW B
KOHTPaKTbl UK 3aKasbl) U JOIKEH obecneynBaTb, YTO

a) TpeboBaHWsA K NPOAYKLMWN YCTaHOBMEHD;

b) no TpeboBaHuAM KOHTpakTa Unn 3akasa,
OTNNYaIOLLMMCS OT paHee npeabsBneHHbIX TpeboBaHui,
NPUHATLI B3aUMONpPUeEMIieMbIE€ PeLLEHNS;

C) opraHusaums cnocobHa BbINOMHUTb YCTAHOBIEHHbIE
TpeboBaHus.

d) ocobbie mpebosaHus Kk Mpodykyuu onpedenieHsl, U

e) OnpederneHbl pucku (Hanpumep, HO8ble MEXHOI02UU,
COKpauleHHble CpOKU rnocmasku) (cm.7.1.2).

Heobxogumo BecTu 3anncu no pesynbTataMm aHanmsa u
nocnegyowmm genctamsam (cm.4.2.4).

Ecnn notpebutens He npegoctaBun OOKYMeEHTanbHOE
noaTBepxaeHne cBoero  TpeboBaHus,  opraHv3auus
JormkHa noaTeepauTb Takne TpeboBaHua notpebutens
nepen ux NpUHATUEM.

Ecnn TpeboBaHus K MpOAYKUMM MEHSIOTCS, OpraHu3auus
JormkHa obecneymBaTb COOTBETCTBYHOLLUME U3MEHEHMUS
HeobXxooMMOW OOKYMEHTauun M LOBeOeHUE M3MEHEHHbIX
TpeboBaHMn 4O COOTBETCTBYIOLLLErO NepcoHana.

MPUMEHEHMWE: B HekoTOpbIX CUTyauusix, Kak, Hanpumep,
npu OHNaMHOBbIX npoaaxax, HelLenecoobpasHo
BbINOMHATbL aHanM3 no Kaxxgomy 3akasy. Bmecto atoro npu
aHanuse MOXeT paccMmaTpuBaTbCs COOTBETCTBYHOLLAs
uHdopmaums o0 NpoayKuMmK, NpeacTaBrneHHas B katanorax
UNn peknamHbIX MaTepuanax.

7.2.3 BsaumopgewcTBue c notpebutenem

OpraHusauns ormKHa onpeaenvTb U BHEAPUTb
apdheKkTUBHBLIE MEPONPUATUS MO B3aMMOAENCTBUIO C
notpebutenamu No Bonpocam, KacatoLmMCs

a) wHdopmauum o NPoAyKLUN

b) o6palieHuns ¢ 3anpocamu, KOHTpPaKTamMm Unu
3as8BKaMu, BKITOYAs UBMEHEHNS K HUM, 1

c) obpaTHon cBs3M ¢ NoTpebuTtenem, Bknoyas
npeTeH3nmn notpebutens.

7.3 lNpoekTnpoBaHue n paspaboTka

7.3.1 TnaHupoBaHMe NPOEKTMPOBAHUS U pa3paboTku
OpraHu3aumsa JormKHa OCyLLEeCTBNATL NiaHUpoBaHWe 1
yrnpaBneHne NpoeKTMpoBaHMEM 1 pa3paboTKoN NPOAYKLUN;
Mpu NnaHMpoBaHUN NPOEKTMPOBAHKA N pa3paboTku
opraHu3aums OoImKkHa ONpeaennTb

a) 9Tanbl NPOEKTMPOBaHNS U pa3paboTku;

b) aHanus, BepndukaLmio n Banugauno 4ns Kaxgoro
3Tana NpoekTUpoBaHWA 1 pa3paboTky; n

C) OTBETCTBEHHOCTb M NMOMIHOMOYMSI MO NPOEKTUPOBAHMIO
1 paspaboTke.

[0e uenecoobpasHo, opeaHu3layus OosrmkHa pas3desnssmb
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and development effort into distinct activities and, for each
activity, define the tasks, necessary resources,
responsibilities, design content, input and output data and
planning constraints.

The different design and development tasks to be carried
out shall be based on the safety and functional objectives
of the product in accordance with customer, statutory and
regulatory requirements.

Design and development planning shall consider the ability
to produce, inspect, test and maintain the product.

The organization shall manage the interfaces between
different groups involved in design and development to
ensure effective communication and clear assignment of
responsibility.

Planning output shall be updated, as appropriate, as the
design and development progresses.

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

7.3.2 Design and Development Inputs

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

a) functional and performance requirements,
b) applicable statutory and regulatory requirements,

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

d) other requirements essential for design and
development.

The inputs shall be reviewed for adequacy. Requirements
shall be complete, unambiguous and not in conflict with
each other.

7.3.3 Design and Development Outputs

The outputs of design and development shall be in a form
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OesimeribHOCMb 10 MIPOEKMUPOBaHU U paspabomke, u

Ona  kaxdoeo u3 amux eudoe OesmenbHOCMU
onpedensime 3adayu, Heobxodumbie pecypchbl,
omeemcmeeHHOCMb,  codepxaHue  NPOEKMUpPO8aHUs,

8X00HbIe U 8bIXOOHblIe OaHHble, a MmakKxe O2paHU4eHusi
fpu raaHUposaHuU.

Pasnu4Hble 3adaqu 1o npoekmupogaHuro U paspabomke,
mpebyroujue 8bIMonHeHusl, 00/MKHbI bbimMb OCHOBaHbI Ha
rnokaszamersisix 6e3onacHocmu U byHKUUOHAaIIbHO20
npedHasHavyeHuss npodyKyuu 8 coomeemcmeuu ¢
mpebogaHusimMu nompebumersi, 3akoHodameJsibHbIMU U
HopMamueHbIMU mpebosaHUsIMU.

lpu nnaHuposaHuu NpPoekmMuUposaHus u paspabomku
HEobXx00UMO y4yumbieamb 803MOXHOCMU 10
npouseodcmey, NposepKe, UcrbiIMaHuto npodykuuu u
rnoddepxaHuto ee 8 paboyem COCMOsIHUU.

OpraHuzaums  OOfDKHA  OCYLUEeCTBNSTb  ynpaBreHue
B3aMMOZENCTBMEM  MexXady  pasfuyHbIMK  Tpynnamu,
y4acTBYOLMMMK B NPOEKTMPOBaHWN U pa3paboTke, YTOObI
obecneuntb 3PMEKTMBHOE WMHDPOPMUPOBAHME U YeTKoe
pacnpeneneHne oTBETCTBEHHOCTU.

Pe3yJ'IbTaTbI nnaHnpoBaHNA OOJDKHbI YTOYHATLCA, rae
HGOGXOJJ,I/IMO, Nno Mepe BbINMOJIHEHNA NPOEKTUPOBaHNA U
paspaboTku.

NMPUMEYAHUE: AHanus, Bepudumkaums v Banugaums
NPOEKTUPOBaHMSA N pa3paboTKM MMEKT pasnuyHbIe Lienu.
OHM  MOryT npoBOAUTBCS W OOKYMEHTUPOBATbCHA MO
oTAEenbHOCTM Unn B NobomM coveTaHuu, noaxoasaLumm Ans
NPOAYKLUM N opraHu3auumn cnocobom.

7.3.2 BxopgHble gaHHble A4S NPOEKTUPOBaHUA 1
pa3paboTku

Heobxoanmo onpenenuTb BXOAHbIE AaHHblE, KacatoLmnecs
TpeboBaHM K Npoaykuuu, U noggepxuBatb B paboyem
COCTOSIHMM 3anucu (cM. n.4.2.4). Takue BXOoAHblE AaHHble
[OMKHbI BKMOYaTh:

a) dyHKUMOHarbHbIE N 3KCNITyaTauNOHHbIe TpeboBaHus;
b) npumeHnMble 3akoHOAaTENbHbIE U HOPMATUBHbIE
TpeboBaHus;

C) rge NpUMEHNMO, MHpopMaLUIo, MOMYYEHHYIO MpU
BbIMOSTHEHUW aHaNOrMYHbIX MPOEKTOB B MPOLLUIIOM; 1

d) ppyrue TpeboBaHus, CyLLECTBEHHbIE ANA 4aHHOIO
npoekTa n paspaboTku.

BxogHble OaHHble OOMKHbI ObITb NpoaHanM3npoBaHbl Ha
afeKBaTHOCTb. TpeboBaHust [OMKHbI ObiTb MOMHbLIMM,
HeOBYCMbICNEHHBIMU U HE OOJSPKHbI NMPOTUBOPEYUTL ApYyr

Apyry.

7.3.3 PesynbTaTbl NPOEKTUPOBaHUS 1 pa3paboTKu

Pe3ynbTaTthl npoekTMpoBaHmsa 1 pa3paboTkm AOmkHbl ObiTb
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suitable for verification against the design and
development input and shall be approved prior to release.

Design and development outputs shall

a) meet the input requirements for design and
development,

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

c) contain or reference product acceptance criteria,

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

e) specify, as applicable, any critical items, including any
key characteristics, and specific actions to be taken for
these items.

The organization shall define the data required to allow the
product to be identified, manufactured, inspected, used
and maintained; including for example

- the drawings, part lists and specifications necessary to
define the configuration and the design features of the
product, and

- the material, process, manufacturing and assembly
data needed to ensure conformity of the product.

NOTE Information for production and service provision can
include details for the preservation of product.

7.3.4 Design and Development Review

At suitable stages, systematic reviews of design and
development shall be performed in accordance with
planned arrangements (see 7.3.1)

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

b) to identify any problems and propose necessary
actions, and

c) to authorize progression to the next stage.

Participants in such reviews shall include representatives
of functions concerned with the design and development
stage(s) being reviewed. Records of the results of the
reviews and any necessary actions shall be maintained
(see 4.2.4).

7.3.5 Design and Development Verification

Verification shall be performed in accordance with planned
arrangements (see 7.3.1) to ensure that the design and
development outputs have met the design and
development input requirements. Records of the results of
the verification and any necessary actions shall be

C1p. 23 1343

npeacTtaeneHsl B hopme, nogxogdwien ans sepudurkaumm
Ha COOTBETCTBME BXOAHbLIM AAHHbLIM A51S MPOEKTMPOBaHNS
1 pa3paboTkn, N JOIMKHbI BbITb 040OPEHbI A0 UX BbiMyCKa.
PesynbTaTthl NpoekTupoBaHMsa u pas3paboTku JOSMKHbI

a) orteBevaTb TpeboBaHMAM K BXOAHBIM AaHHbIM AMS
NPOEKTMPOBaHNs 1 paspaboTku,

b) npepocTaBnATE COOTBETCTBYIOLLYIO MHGOPMALMIO OIS
3aKynok, NPoM3BOACTBa N 0BCNyXnBaHus,

C) cogepXaTb KPUTEPUMN MPUEMKM NPOAYKLNUN UMK CChINKN
Ha HUX;

d) onpegendATb XxapakTepuCTUKM NPOAYKLMKN, KOTOpble
ABMAIOTCHA CyLLECTBEHHbIMW Ansi ee 6e30MacHOro u
Haanexallyero Ucrnonb3oBaHns u

e) onpedensame, 20e NPUMEHUMO, 8CE KpUMUYeCcKuUe
371eMeHMbI, 8KI104asi /1H06bIe KITYesble xapakmepucmuKu
U KOHKpemHble delicmausi 8 OMHOWEHUU maKkux
aremMeHmos.

OpeaHu3zayus OormkHa onpedenums OaHHnble,
HeobxolOumbie 0Onsi  udeHmucbukayuu, U320MOBIIEHUS,
MpPOBeEPKU, UCob308aHUsS U obcyXueaHuUsi npodyKyuu,
8K/Itoqasi, Harpumep:

- 4YepmexXu, MepeyHu KOMIIEKMYUWUX U
crnieyugukayuu, Heobxodumslie 0ns onpedesnieHus
KOHgbu2ypayuu u KOHCmpYyKmMueHbIx 0cobeHHocmel
npodykyuu; u

- OaHHble 0 Mamepuarnax, rnpouyecce, npousgoocmse u
cbopke, Heobxodumble dnsi obecriedeHuUsi coomeemcmeusi
npodyKyuu.

MPUMEYAHUE: NHdbopmauusa ana npomssoacTea u
o6CcnyXMBaHMA MOXET BKMOYaTb NogpobHble cBeAeHNs O
COXpPaHEHMMN NPOAYKLNN.

7.3.4  AHanu3 npoeKkTMpoBaHus u paspaboTku

Ha cooTtBeTcTBylOWMX 3Tanax HeobxoaMmoO BbINOSIHEHUE
cucTemMaTnyecKkoro aHanusa NpoeKTUPOBaHUA "
paspaboTkm B COOTBETCTBMM C 3anfaHMPOBaHHbLIMU
MeponpuaTMamMn (CM. n.7.3.1), 4Tobsl

a) OueHUTb BO3MOXHOCTb pPe3yrnbTaToB MPOEKTUPOBAHMS
1 pa3paboTkn cooTBETCTBOBaTbL TPebOBaHMAM; U

b) BbISBUTL NpOGREMbI M NPeaAnoXnTb HeobxoanMble
nencTema u

Cc) ymeepdume rnepexod Kk credyrouwemy amariy.

B coctaB y4yaCTHMKOB Takoro aHanmMsa [OKHbl
BKINOYATbCS  NpeAcTaBuMTENnM  Cryxkb, CBA3aHHbIX C
aHanu3vMpyemblM 3TarnoM MPOEKTMPOBAHUS 1 pa3paboTku.
HeobxoaMmMo BeCcTM COCTOSHWM 3anucy Mo pesynbTaTtam
aHanusa n nbsiM He0BXoaNMbIM AeVCTBUAM (CM. n.4.2.4).

7.3.5 Bepudukauus npoekTUpoBaHUS 1 pa3paboTKu
Ons NOATBEPXKAEHUS TOrO, yTO pesynbTaThbl
NPOEKTUPOBaHUSA " pa3paboTku COOTBETCTBYIOT

TpeboBaHNAM BXOOHbLIX AaHHbIX ANS NPOEKTUPOBAHMS ©
pa3paboTky, [OSMKHA BLINOMHATLCA BepuduMKauus B
COOTBETCTBMM C  3anfiaHMPOBaHHLIMWU  MEPONPUATUSIMU
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maintained (see 4.2.4).

7.3.6  Design and Development Validation

Design and development validation shall be performed in
accordance with planned arrangements (see 7.3.1) to
ensure that the resulting product is capable of meeting the
requirements for the specified application or intended use,
where known. Wherever practicable, validation shall be
completed prior to the delivery or implementation of the
product. Records of the results of validation and any
necessary actions shall be maintained (see 4.2.4).

7.3.6.1  Design and Development Verification and
Validation Testing

Where tests are necessary for verification and validation,
these tests shall be planned, controlled, reviewed and
documented to ensure and prove the following

a) test plans or specifications identify the product being
tested and the resources being used, define test objectives
and conditions, parameters to be recorded and relevant
acceptance criteria,

b) test procedures describe the method of operation, the
performance of the test and the recording of the results,

c) the correct configuration of the product is submitted for
the test,

d) the requirements of the test plan and the test
procedures are observed, and

e) the acceptance criteria are met.

7.3.6.2  Design and Development Verification and
Validation Documentation

At the completion of design and/or development, the
organization shall ensure that reports, calculations, test
results, etc., demonstrate that the product definition meets
the specification requirements for all identified operational
conditions.

7.3.7 Control of Design and Development Changes

Design and development changes shall be identified and
records maintained. The changes shall be reviewed,
verified and validated, as appropriate, and approved before
implementation. The review of design and development
changes shall include evaluation of the effect of the
changes on constituent parts and product already

C1p. 24 n3 43

(cm.7.3.1). Heobxogmmo BecTu 3anucu Mo pesynbraram
Bepucpmkauum n nobbIM  HEOOXOOUMBIM  OENCTBUSIM  (CM.
n.4.2.4).

7.3.6 Banupauus npoekTnpoBaHus n paspaboTku

[na obecneyeHns TOro, 4To roToBas NPOAYKUMSA CNOCOOHa
COOTBETCTBOBaTb TpeboBaHnsM 3a4aHHOro unu
npegnonaraeMoro WCMONb30BaHWs, €CNM O TaKOBOM
N3BECTHO, OormxkHa BbINOMHATLCA Banvagauus
NpoeKkTMpoBaHns u pa3paboTkm B COOTBETCTBUM C
3annaHupoBaHHbIMK MeponpuaTuamm (cMm. n.7.3.1). [lge
NPpMMEHUMO, Banugauus JOSbKHa 3aBepliaTeCs OO
NMocTaBkM MWINM MNpUMEHeHWs npoaykumn.  Heobxogumo
BECTM 3anucu no pesynbTatam BanvgauMn w nobbiM
HeobxoaumbImM gencteusam (cm. n.4.2.4).

7.3.6.1  UcnbimaHus npu eepuchukayuu
npoekmupoesaHus u paspabomku u eanudayuu

Tam, 20e 0nsa esepucbukayuu u eanudauyuu mpebyromcs
ucrnbimaHusi, mo HeobxodumMo naHuposams Mmakue
ucnbimaHus, ynpaensms  UMU, aHanusuposamb U
doKyMeHmarnbHO ogopmisimb, 4mobbl obecriedyums U
noémeepoOums, 4mMo:

a) npoepaMMbi UcnbimaHul unu creyugukayuu
udeHmucbuyupyrom ucrbimsigaemyto npoOyKUuuUro U
ucrosnb3yeMbie Pecypchl, ornpedensom yenu U ycrioeus
ucrnsimaHul, peaucmpupyemMsie napamempsi, U
coomeemcmesyrowjue Kpumepuu rMpuemKu

b) memoduku ucnbimaHul onucsiearom memod pabomei,
npoeedeHue ucnbimaHusi U peaucmpauyuro pesynbmamos
C) 055 ucnbimaHusi Ucrosib3yemcsi 8epHas
KOHgbuaypauusi npodykma

d) cobnodaromess mpebosaHus pozpammpl UCbimaHul
u Memoouk ucrnsimaHud, u

e) docmueHymo coomeemcmeue KpumepusiM MnpUeMKuU .
7.3.6.2  [okymeHmauus ro eepuchukayuu
rnpoekmupoesaHusi u paspabomku u eanudayuu

o 3asepweHuu npoekmuposaHusi u(unu) paspabomku
opeaHu3ayusi QormkHa obecrieyums, 4MO OM4Yembl,

pacyemsi, pe3yrnbmambal ucnbimaxut u m.0.
deMOHCmpupyrom coomeemcmeue rnapamempos
npodykma mpebosaHusim  crieyuchukayul Mo  ecem

udeHmMuuUyUpPOBaHHbIM YCII08USIM 3KCrTyamayuu.

7.3.7 YnpaBneHne N3aMeHeHUsIMU NPU NPOEKTUPOBAHUN
1 paspaboTke

Heobxoaumo  maeHTMduUMpoBaTb  U3MEHEHWs  Mpu
NpoeKkTUpoBaHWM 1 pa3paboTke W BecTW  3anucw.
N3veHeHnss nepen BHeceHwewm, rge 310 Heobxoaumo,
JOMKHbI  ObITb  MpoOaHanu3upoBaHbl, MPOBEPEHblI U
YTBEPXAEHbl  COOTBETCTBYKOLWMM  0bpa3oM. AHanus
W3MEHEHUI NPU MNPOEKTUPOBAHMM U pa3paboTke AOMKEH



AS 9100 C

delivered. Records of the results of the review of changes
and any necessary actions shall be maintained (see 4.2.4).

Design and development changes shall be controlled in
accordance with the configuration management process
(see 7.1.3).

7.4 Purchasing

7.4.1 Purchasing Process

The organization shall ensure that purchased product
conforms to specified purchase requirements. The type
and extent of control applied to the supplier and the
purchased product shall be dependent upon the effect of
the purchased product on subsequent product realization
or the final product.

The organization shall be responsible for the conformity of
all products purchased from suppliers, including product
from sources defined by the customer.

The organization shall evaluate and select suppliers based
on their ability to supply product in accordance with the
organization's requirements. Criteria for selection,
evaluation and re-evaluation shall be established. Records
of the results of evaluations and any necessary actions
arising from the evaluation shall be maintained (see 4.2.4).

NOTE One factor that can be used during supplier
selection and evaluation is supplier quality data from
objective and reliable external sources, as evaluated by
the organization (e.g., information from accredited quality
management system or process certification bodies,
organization approvals from government authorities). Use
of such data would be only one component of an

organization’s  supplier control process and the
organization remains responsible for verifying that
purchased  product meets specified  purchase
requirements.

The organization shall
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BKMNOYaTb  OLEHKY BIMSHUA  WU3MEHEHWA Ha  yXe
MOCTaBNEHHYKD MPOOYKUMIO W ee COCTaBHble YacTu.
Heobxogumo BecTu 3anucum  pe3ynbTaToB  aHanusa
M3MeHeHUn un nbbix HeobxoAuMbIX AEencTBMn  (CM.
n.4.2.4).

U3meHeHusMU ripu  MpoekmuposaHuu U pa3pabomke
Heobxodumo yripassnsams 8 coomeemcmaeuu ¢ rnpoueccom
ynpaeneHusi KoHguaypayuet (cm.7.1.3).

7.4 3akynku
7.4.1 MNpouecc 3aKkynok

OpraHusauus OOJTKHa obecneuntb COOTBETCTBME
3aKynaemon npoaykuMu yCTaHOBSfIEHHbIM TpeboBaHUAM K
3akynkam. ObbemMm M xapakTtep ynpaBrneHUss B OTHOLLEHMWM
nocTaBLUMKa M 3aKynaemMow NpoaykKuun OOSMPKEH 3aBUCETb
OT BNUSIHUS 3aKynaemoW Npoaykuun Ha nocnegywouiee
co3aaHue NpoaykKLUn Unun Ha roToBYH NPOAYKLMIO.

OpeaHu3ayusi OormKkHa Hecmu OmeemcmeeHHOCMb 3a
coomeemcmeue eceli npodykuuu, 3akynaemol y
rnocmasuwiukos, ekmtoyasi npoldyKuurw U3 UCMOYHUKOS,
onpedesieHHbIX nompebumernem.

OpraHmaauMﬂ OOJDKHa BbIMOJIHATb OUEHKY U Bbl60p
NMOCTaBLUMKOB Ha OCHOBE WX CMOCOOHOCTM MNOCTaBMSATb

NMpoAaykuMiO B COOTBETCTBUM C  TpeboBaHMSIMM
Opranuzaumn. [ormkHbl OblTb YCTAHOBMEHbI KpPUTEPUU
BbibOpa, OUEHKM M MNEPEeoLEHKM  MOCTaBLLMKOB.

Heobxogumo BecTM 3anvMcy MO pe3ynbTaTtaM OLEHKU U
nobbIM HeOBXOAMMBIM OENCTBUSIM MO UTOTaM TakoW OLIEHKM
(cm. n.4.2.4).

TNMPUMEYAHWE OduH u3 chakmopos, Komopbie MOXHO
ucronb308ams fpu 8bI60pe U OUEHKE MOCMasWUKO8 —
3mo OaHHble 0 Kayecmse ocmaswjuka, nosy4YeHHble U3
06bEKMUBHBLIX U BOCMOBEPHbIX, 10 OUEHKe opaaHu3ayuu,
BHEWHUX UCMOYHUKOB8, (Hanpumep, uHghopmauyus us
aKkpedumosaHHbIX 0Op2aHo8 1o cepmucgbukayuu cucmem
MeHeOXMeHma kadyecmesa usiu rpoueccos; paspeueHus,
8bi0aHHble 20CydapCmeeHHbIMU op2aHamul).
Ucnonb3osaHue makux 0aHHbix 6ydem mosibKo 0OHUM
KOMMOHEHMOM rnpoyecca KOHMPOIIs MoCMasujuKo8
opeaHu3ayueli; opeaHu3ayusi Hecem omeemcmeeHHOCMb
3a eepughukayuo moeo, Ymo 3aKynseHHasl npooyKyusl
coomeemcmeyem yKa3aHHbIM mpebosaHUsIM K 3aKyrnKam.

OpeaHu3sayusi dormkHa
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a) maintain a register of its suppliers that includes
approval status (e.g., approved, conditional, disapproved)
and the scope of the approval (e.g., product type, process
family),

b) periodically review supplier performance; the results of
these reviews shall be used as a basis for establishing the
level of controls to be implemented,

c) define the necessary actions to take when dealing with
suppliers that do not meet requirements,

d) ensure where required that both the organization and
all suppliers use customer-approved special process
sources,

e) define the process, responsibilities and authority for
the approval status decision, changes of the approval
status and conditions for a controlled use of suppliers
depending on the supplier’s approval status, and

f) determine and manage the risk when selecting and
using suppliers (see 7.1.2).

7.4.2 Purchasing Information

Purchasing information shall describe the product to be
purchased, including, where appropriate

a) requirements for approval of product, procedures,
processes and equipment,

b) requirements for qualification of personnel,

c) quality management system requirements,

d) the identification and revision status of specifications,
drawings, process requirements, inspection/verification
instructions and other relevant technical data,

e) requirements for design, test, inspection, verification
(including production process verification), use of statistical
techniques for product acceptance, and related instructions
for acceptance by the organization, and as applicable
critical items including key characteristics,

f) requirements for test specimens (e.g., production
method, number, storage conditions) for design approval,
inspection/verification, investigation or auditing,

g) requirements regarding the need for the supplier to

- notify the organization of nonconforming product,

- obtain organization approval for nonconforming
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a) eecmu repeyeHb C8OUX MOCMAasUUKO8 C yKasaHUueMm
cmamyca o0006peHus (Haripumep, 0006pPeH, 8pPEeMEHHO
0006peH, He 000bpeH) u obrracmu 00o0bpeHus (Harpumep,
8ud nNpodyKyuu, Kameaopusi poyeccos),

b) nepuoduyecku aHanusuposamb 3pghekmueHoCmb
pabombl ocmaswukos; pesyrbmambel Mako2o aHasusa
O0O0J/KHbI  UCM0/Ib308ambCA 8 Kadecmee OCHO8bl Onisl
yCcmaHOoBJ1eHUS YPOBHSI BHEOPSEMbIX MEP KOHMPOJIS

c) onpedenamp Heobxodumbie delicmeusi npu pabome ¢
rnocmaswukamu, Komopble He coomeemcmesyom
mpebosaHusim

d) obecneyusamb, npu Heobxodumocmu, 4mobbl U
opeaHusayusi U 8ce [ocmaswuku  UcCMosb30easnu
0006peHHbIe nompebumenem UCMOYHUKU ona
crieyuarsnbHbIX NPoyeccos

e) onpedenumsb  Npouecc, OmMBemcmeeHHOCMb U
rnonHomoYusi Onis rpuHAmMuUsl peweHuss o6 odobpeHuu,
U3aMeHeHUU  cmamyca  0000peHuUss U yC/0B8USIX
KOHMPOUPYeMo20  UCIMOJIb308aHUs  10CMaswWuKkos 8
3asucumocmu om cmamyca 000bpeHus nocmasuwjuka, u

f) onpedenums puck u ynpasnsms um rpu ebibope u
ucnonb308aHuU nocmasuwukos (cm. 7.1.2).

7.4.2 N'Hcbopmaums Ans 3akyrnok

WNHdopmauus ans 3akynok A0MmKHa cogepxaTb onvcaHme
3aka3blBaeMON NPOAYKUUM U BKMOYaTb, rae
uenecoobpasHo:

a) TpeboBaHMA MO yTBEPXKOEHMIO NPOAYKLMK, NpoLeayp,
npoueccoB 1 06opyaoBaHus,

b) TpeboBaHus k kBanudukaLmn nepcoHana; n

C) TpeboBaHWs K CUCTEME MEHEAKMEHTA KayecTBa.

d) udeHmucbukayuio u cmamyc pedakyuu
crnieyugpukayut, Yyepmexel, mpebosaHull K npoueccam,
UHCmpyKkuuli 1o rnposepke/sepuchukauuu u Opyaol
mexHu4ecKkol UHgopmayuu,

e) mpebogaHUsi K MPOEKMUPOBaHULO,
nposepke, eepucbukayuu  (ekmoyas  eepuchukayuro
npouecca rnpousgodcmea), MPUMEHEHU
cmamucmu4eckux memodoeg 05si MpueMKu fnpodyKyuu, a
makxxe coomeemcmeyruue UHCMPYKUUU 1o rnpuemMke
opeaHu3ayued, u, a0e npuMeHUMO, Kpumu4ecKue
3/1eMEeHMbI, 8KITO4asT KITKYeBble Xxapakmepucmuku.

ucrisimaHusim,

f) mpebosaHus k obpa3uam Orna ucrbimaHul (Harnpumep,
crnocob npoussodcmea, Konu4yecmeo, ycrosusi
XpaHeHuUsl), onsa o00obpeHusi paspabomku,
nposepku/sepughuxkayuu, pacciedosaHus unu ayouma

g) mpebosaHusi, kacaroujuecs Heobxooumocmu 01isi
rnocmasuwjuka

- ysedomrisimb opeaHu3ayuro 0 Hecoomeemcmesyrouwel
rnpodykyuu,
- nony4yums 000bpeHuUe opeaHusayuu Ha
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product disposition,

- notify the organization of changes in product and/or
process, changes of suppliers, changes of manufacturing
facility location and, where required, obtain organization
approval, and

- flow down to the supply chain the applicable
requirements including customer requirements,

h) records retention requirements, and

i) right of access by the organization, their customer and
regulatory authorities to the applicable areas of all facilities,
at any level of the supply chain, involved in the order and
to all applicable records.

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

7.4.3 Verification of Purchased Product

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

NOTE 1 Customer verification activities performed at any
level of the supply chain should not be used by the
organization or the supplier as evidence of effective control
of quality and does not absolve the organization of its
responsibility to provide acceptable product and comply
with all requirements.

NOTE 2 Verification activities can include

- obtaining objective evidence of the conformity of the
product from the supplier (e.g., accompanying
documentation, certificate of conformity, test records,
statistical records, process control records),

- inspection and audit at the supplier’s premises,

- review of the required documentation,

- inspection of products upon receipt, and

- delegation of verification to the supplier or supplier
certification.

Where purchased product is released for production use
pending completion of all required verification activities, it
shall be identified and recorded to allow recall and
replacement if it is subsequently found that the product
does not meet requirements.
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pacrnopsixeHue Hecoomeemcmeayroujel npodykyued,

- Yeedomumb opeaHuszauurd 06 U3MEHEHUsIX 8
npodyKyuu u(usu) npoyecce, UBMEHEHUU MOCMAasUiUKOSs,
U3MEHEeHUU pacrofioXeHuUsl rnpou3eodcmeeHHo020 obbekma
u, ede Heobxodumo, rnony4yumpb odobpeHue opeaHu3auuu,
u

- UHGhOPMUPOBAHUS MOCMAaBLUKO8 8 UeroyKe
10cmMaegoK o NMPUMeHUMbIX mpebosaHusIX, 8KoYasi
mpeboegaHus nompebumenel

h) mpebosaHus K xpaHeHuro 3anuced, U

[) mpaso Odocmyna opeaHu3auyuu, ee nompebumensm u
peaynupyrowum op2aHaMm K HeobxoOuMbIM ydyacmkam Ha
gcex obbekmax, Ha J1060M  ypoBHE  UEMNOYKU
1ocmaswuKos, y4acmsyrujux 8 6bINoSIHeHUU 3akasa, a
makxxe Ko 8ceM HeobX00UMbIM 3arucCsM.

OpraHI/I3aLl,l/Iﬂ [OJPKHa obecneyvnTb adeKkBaTHOCTb
YCTaHOBJ1€HHbIX Tpe6OBaHl/Il7| K 3aKynkam oo coobueHns
NX NOCTaBLLUUKY.

7.4.3 Bepudukaums 3akynneHHOW NpoayKumm

OpFaHVI3aLI,I/IF| OOJKHa YyCTaHaBnMBaTb U OCYLLECTBINATb
KOHTPOJIb UM UHYKO OEeATEeN1IbHOCTb, HeobxoguMMble AOns

obecrneyeHnss COOTBETCTBUSI 3aKynaemon npoayKuuu
YCTaHOBEHHbIM TPEOOBaHMAM Ha 3aKymKy.
NMPUMEYAHUE 1 Bepudmkauusa NOCTAaBLUMKOB,

BbINOMHAEMasa Ha MOOM YpPOBHE LIENOYKM NOCTaBLLMKOB,
He [OfKHa  WCMOMb30BaTbCA  OpraHv3aumend  unu
MoCTaBLLMKOM B Ka4ecTBe cBuaeTenscTBa aPeKTMBHOCTH
yrnpaBrneHus KayeCTBOM M He ocBobBoXgaeT opraHusauuio
OT OTBETCTBEHHOCTU 3a BbIMYCK Hagnexawen npogykuum u
COOTBETCTBMSA BCeM TpeboBaHNSM.

NMPUMEYAHUE 2 [deatenbHOCTb N0 BEpUUKaLUnM MoxXeT
BKIMOYaTh:

- nony4yeHue ceudemesibCcme coomeemcmausi
npodyKyuu om riocmasujuka (Hanpumep,
conpogodumersibHas 00KyMeHmauusi, cepmugbukam
coomeemcecmeus, 3arucu o UcrbimaHusim,
cmamucmuyecKkue 3arnucu, 3anucu ro yrnpaeneHuro
rpoyeccom),

- Mpo8epKy u ayoum y nocmasujuxa,

- awHanui Heobxodumol GoKymeHmauuu,

- [poBePKY NPodyKyUU rocse nosy4eHus u

- OenezsupoeaHue sepugukauuu rnocmaswuxy unu
cepmucbukauusi nocmasujuxa.

Ecnu  3akynneHHass — npodykuusi  eblnyckaemcsi 8
npousgodcmeo U oxudaem  3aBepuwleHuUsT  8cex
HeobxolOumbix  delicmeuli o  eepuchukayuu, ee

Heobxodumo udeHmuhuyuposame U 3apeaucmpuposams
Onsi  8O3MOXHOCMU OmM3biga U 3aMeHbl 8 Crly4ae
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Where the organization delegates verification activities to
the supplier, the requirements for delegation shall be
defined and a register of delegations maintained.

Where the organization or its customer intends to perform
verification at the supplier's premises, the organization
shall state the intended verification arrangements and
method of product release in the purchasing information.

7.5 Production and Service Provision

7.5.1 Control of Production and Service Provision

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

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

NOTE This information can include drawings, parts lists,
materials and process specifications.

b) the availability of work instructions, as necessary,

NOTE Work instructions can include process flow charts,
production documents (e.g., manufacturing plans,
travelers, routers, work orders, process cards) and
inspection documents.

c) the use of suitable equipment,
NOTE Suitable equipment can include product specific
tools (e.g., jigs, fixtures, molds) and software programs.

d) the availability and use of monitoring and measuring
equipment,
f) the implementation of monitoring and measurement,

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

h) accountability for all product during production (e.g.,
parts quantities, split orders, nonconforming product),

h) evidence that all production and inspection/verification
operations have been completed as planned, or as
otherwise documented and authorized,

i) provision for the prevention, detection and removal of
foreign objects,

J) monitoring and control of utilities and supplies (e.g.,
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nocnedyrou,ezo
mpebogaHusIM.

8blsi8/IeHUs Hecoomeemcmeus

Ecnu opeaHusayusi Oeneaupyem OesimesibHOCMb 10
rposepke nocmasuiuky, mo Heobxodumo onpedenums
mpebosaHusi K OefleeuposaHUl0 U B8ecmu repeyeHb
Oeneaupyembix MOSHOMOYUU.

B Tex cnyuyasix, Korga opraHusauus unv ee notpebutesnb
NMaHMpyloT BepuduKaumio Ha NpeanpusaTUM NocTaBLUMKa,
opraHusaumsi [oJKHa YCTaHOBUTb B MHGOpMauuM Ha
3aKynKy HameyeHHble Mepbl Mo Bepudukaumm u cnocob
BbiMycka NpoayKuuu.

7.5 MNpownsBoacTBo n obcnyxuBaHne

7.5.1 YnpaBneHue npon3BoACTBOM U OBCNY>XUBaHNEM

OpraHusaumss OorkHa nnaHWpoBaTb W OCYLECTBRATb
NpoM3BOACTBO  NpoaykuMnm  un  obcnyxmBaHne B
yrnpaBnsieMbIX YCOBUSIX. YNpaBnsemble YCHOBUS OOMMKHbI
BKIIOYaTb, rae NpUMeHNMO:

a) Hanuune uHdopmMaumm, KoTopasi onucbiBaeT
XapaKTepUCTUKN NPOAYKLNN,

TNMPUMEYAHUWE 3ma uHghopmayusi MOXem 8KIroYyams
yepmexxu, rnepeyHuU KOMIeKmyruux, cneyugukayuu Ha
Mamepuaribl U poyeccsl.

b) Hanuune pabounx nHCTpyKuun, npn HeobxoanMoCTH,

MNMPUMEYAHWE Paboyue uHcmpyKuuu Mo2ym eKro4Yamb
cxeMbl ripoyecca, pou3so0CmMEeHHY0 OOKyMeHmauyuto
(Hanpumep, nPou380OCMEEHHbIE M/1aHbl, MapuwpymHbIe
Jlucmbi, 3aKka3bl Ha 8bifosiHeHUe pabom, Kapmbl
rpoyeccos) u OoKyMeHmauyuto ro rnposepKe.

C) NpUMEHeHWe COOTBETCTBYIOLEro obopyaoBaHus,
TNMPUMEYAHWE Coomeemcmeyrouwiee obopydosaHue
MOXKem 8K/iroYame UHCMpPYMeHMbI, crieyugbudHbie Ons
npodykKyuu (Harpumep, ocHacmkKy, ghukcamopsl, pecc-
gopmbl) u npozpammHoe obecrieHeHue.

€) Hanuyue n ucnosnb3oBaHne 06opygoBaHUS Ans
MOHWUTOPWHIa U N3MepPEHNI,

g) NpUYMEHEHWE MOHUTOPWUHIra N U3MEPEHNIA, 1

g) ocyulecTBJieHMe BbilMyCKa npoaykuunn, 40CTaBKU U
AeATeNIbHOCTU Noce NoCTaBKM NpoayKunn.

i) yuyem ecel npodyKyuu 8 npoyecce u32omossieHusl
(Hanpumep, kornuyecmeo Oemariel, pa3buska 3aka3os,
Hecoomeemcmeayroujasi PoOyKUUsi)

h) ceudemenbcmeo moeo, YmMo 8ce rPOU38OOCMBEHHbIE
onepayuu u rposepka/sepuchuxkayusi 6binu 8bINOIHEHb!
coeanacHo rnaHy nubo bbiriu QOKyMeHmMuUpPo8aHb! U
ymeepKOeHbl.

) nopsdok npedomepaujeHusi nornadaHus, 8bIsI8NeHUS U
ydarneHusi MOCMOPOHHUX pedmMemos

J) MOHUMOPUHE U yrpasreHue KOMMyHalbHbIMU
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water, compressed air, electricity, chemical products) to the
extent they affect conformity to product requirements, and

k) criteria for workmanship, specified in the clearest
practical way (e.g., written standards, representative
samples, illustrations).

Planning shall consider, as appropriate

- establishing, implementing and maintaining
appropriate processes to manage critical items, including
process controls where key characteristics have been
identified,

- designing, manufacturing and using tooling to measure
variable data,

- identifying in-process inspection/verification points
when adequate verification of conformance cannot be
performed at later stages of realization, and

- special processes (see 7.5.2).

7.5.1.1  Production Process Verification

The organization shall use a representative item from the
first production run of a new part or assembly to verify that
the production processes, production documentation and
tooling are capable of producing parts and assemblies that
meet requirements. This process shall be repeated when
changes occur that invalidate the original results (e.g.,
engineering changes, manufacturing process changes,
tooling changes).

NOTE This activity is often referred to as first article
inspection.
7.5.1.2  Control of Production Process Changes

Personnel authorized to approve changes to production
processes shall be identified.

The organization shall control and document changes
affecting processes, production equipment, tools or

C1p. 29 n3 43

ycryaamu u riocmaekamu (Harnpumep, 8oda, cxxambil
8030yX, 371IeKMPOIHEPauUs U XumMuyeckas npodyKyusi) e
mou cmeneHu, 8 Kakol OHU 8/1Usitom Ha Ka4ecmeo
npodykyuu, u

k) Kpumepuu kayecmea pabomnbi, 8bIPAKEHHbLIE
Hauborsiee noHAMHbIM U yOObHbIM criocobom (Hanpumep, 8
gude NMuUCbMeHHbIX cmaH0apmos, pernpe3eHmamusHbIX
0bpasuoes unu unncmpayud).

lNnaHuposaHue AO/mMKHO y4Yumsbigams, 20e yerecoobpasHo

- ycmaHoerneHue, sHedpeHue u rnoddepxaHue 8
paboyem COCMOSIHUU COOMBEMCMEYHULUX MPOUECCO8 10
yrpaeieHUto Kpumu4eCcKuMU arieMeHmamu, 8KmodYasi me
cpedcmea ynpassieHus rpoueccamu, 20e onpedesieHbl
Krro4Yesble xapakmepucmuku,

- rnpoeKkmuposgaHue, u3eomaoesJsieHue U ucriosib3ogaHue
ocHacmku 0nsi U3MepeHUs rnepemMeHHbIX OaHHbIX,

- onpedenieHue HeobxoOUMbIX MOYeK
nposepku/sepughukayuu 8 npouyecce npoussodcmesa, ecnu
Hadnexauwasi NposepKa C Uesbio OUEHKU coomeemcmeust
Ha boriee no30HUX amarnax eblrycka rnpodyKkuuu
HEB803MOXHa, U

- creyuarnbHbie npoyeccsl (cm.7.5.2)
7.5.1.1  Bepudbukayus npousgo0cmeeHHO20 rpoyecca

OpeaHu3zayus OomkHa ucrnonb308ama
penpeseHmamueHbIl obpasey u3 riepeol napmuu Hoeol
npodykyuu unu cbopoYyHO20 y3ra C UEeNbio MPO8EePKU

moeo, ymo rpou3800CMBEHHbIEe npoueccsl,
npoudsoOcmeeHHass ~ QOKymMeHmauyuss U OcHacmka
CrocobHnbl obecrniequsams rnpouszsoocmeo

KOMMiekmyowux U Y3708 & coomeemcmeuu C
mpebosaHusamMuU. 3mom npoyecc O0mKeH bbimb M08MOPEH
8 cnyvae usmMeHeHud, Komopsble denarom
HedelicmeumernbHbIMU u3HayqarsibHble  pe3yrbmamsl
(Hanpumep, KOHCMPYKMOPCKUE U3MEHEHUSs!, U3MeHEeHUs
rpou38o0CmMeeHHO20 rpouecca, U3MeHEeHUsT OCHacmKU).
MNMPUMEYAHWE [JaHHoe Oelicmeue 4acmo Ha3biearom
«KOHMpPOsiemM rnepeoao u3desnusi».

7.5.1.2  YnpaerneHue U3MeHeHUSMU
rpou38o0CmMBeHHO20 fpouyecca

Heobxodumo onpedenums Uy, 0MeemMcmeeHHbIX 3a
ymeepxdeHue usMeHeHul npouecca.

OpeaHusayusi 0ormkHa mnnaHupoeams U OGOKyMeHmarsbHO
ohopMIsIMb  U3MEHEHUSs], 8nusiiowue Ha [poueccsl,
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software programs.

The results of changes to production processes shall be
assessed to confirm that the desired effect has been
achieved without adverse effects to product conformity.

7.5.1.3  Control of Production Equipment, Tools and
Software Programs

Production equipment, tools and software programs used
to automate and control/monitor product realization
processes, shall be validated prior to release for production
and shall be maintained.

Storage requirements, including periodic
preservation/condition checks, shall be defined for
production equipment or tooling in storage.

7.5.1.4  Post-Delivery Support
Post-delivery support shall provide as applicable for the

a) collection and analysis of in-service data,
b) actions to be taken, including investigation and
reporting, when problems are detected after delivery,

¢) control and updating of technical documentation,
d) approval, control and use of repair schemes, and

e) controls required for off-site work (e.g., organization’s
work undertaken at the customer’s facilities).

7.5.2 Validation of Processes for Production and Service
Provision

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

NOTE These processes are often referred to as special
processes.

Validation shall demonstrate the ability of these processes
to achieve planned results. The organization shall establish
arrangements for these processes including, as applicable,

a) defined criteria for review and approval of the
processes,
b) approval of equipment and qualification of personnel,

Ctp. 30 n343

npoudsodcmeeHHoe  obopydoesaHue, unu

npoepammHoe obecreyeHue.

OCHacmky

Pesynbmamasi u3MeHeHUl npou3eo0CmMEeeHHbIX MPoUECcCos
Heobxo0uMo oueHusamb C Ueslbio 1odmeepx0eHusi moeo,
ymo Kenaemblil aghgbekm docmueHym be3
ompuuamersibHO20 8/1USIHUSI Ha Ka4ecmeo npodyKuuu.

7.56.1.3  YnpaeneHue npou3go0CcmeeHHbIM
obopydosaHueM, ocHacmkol U rnpoepammHbIM
obecrie4yeHuem

lpouzseodcmeeHHoe  obopydosaHue,  ocHacmka U
npoepammHoe  obecriedyeHue,  rpuMeHsieMbie  Onsl
asmomamusayuu u yrnpasneHusi/MoHUmMopuHaa

npouyeccoe co3daHusi npPOOyKyuu, OO/MKHbI  npoimu
ganudayuro rneped 8birycKoM 8 npou3soocmeo U OOIKHbI
rnoddepxxusambcs 8 pabo4yem coCmosiHUU.

TpebosaHusi K XpaHeHUlr, e6KfoYas nepuodudyeckue
MpoBEPKU  COXPaHHOCMU/COCMOsIHUS,  OOMKHbI  Bbimb
onpedeneHb 05151 Npou3eodcmeeHHo20 obopydosaHusi unu
OCHacmMKU 8 XpaHunuuwie,

7.5.1.4  [locnenpodaxHoe obcrnyxueaHue
lNocnenpodaxHoe obcryxusaHue OO/MKHO
npedycmampusams, 20e rpuMeHUMO,

a) cbop u aHanus 0aHHbIX 10 3KCrslyamayuu,

b) Heobxodumbie delicmeus, eknto4as paccrnedosaHue U
om4yemHocmb, Mpu 8bisieIeHUU rnpobnem nocrie
rocmasku,

C) yrnpaeneHue u 0bHOBIEHUE MEXHUYECKOU
doKyMeHmauuu,

d) ymeepxdeHue, KOHMPOJsIb U IPUMEHEHUE CXEM
pemoHma, u

€) Mepbl KOHMPOIs, Heobxo0umble Oris rpPosedeHust
pabom eHe opzaaHu3ayuu (Harnpumep, pabomai,
8bIMOJIHAEeMble Op2aHu3ayuel Ha rouwadkax
nompebumerns).

7.5.2 Banugaumsa npoueccoB NponsBoacTBa 1
obcnyxmBaHust

OpraHusauuss [ofmKHa BbINOMHATL BanvMaauuMl  Bcex
NpoLLeCcCoB NPOU3BOACTBA U 0OOCNY)XMBaAHUS, pe3ynbTaThbl
KOTOPbIX He MoryT ObITb Bepndu1LMpoBaHbl
nocrneaylwmMMmm MOHUTOPUHIOM UM U3MEPEHUSIMU U, KakK
cneactene, aedekTbl KOTOPbIX CTAHOBSTCS OYE€BUOHbIMU
TONbKO MOCIe Havana MWCMonb30BaHUS NpPoAYKLUUN UK
npenocTaBneHnst 06CNyXMBaHus.

TNMPUMEYAHWE 3mu npouecckbl Yacmo Ha3blearom
«crieyuarnbHbIMU ripoyeccamu».

Banupauus gomkHbl NOATBEPXKAATb CNOCOBHOCTb 3TUX
NPOLIECCOB AOCTUraTh 3anfiaHUpPOBaHHbIX Pe3yNbTaToB.
OpraHusaumnsi 4OMmKHa onpeaenaTb MeponpusaTus B
OTHOLLIEHUW TaKUX NPOLIECCOB, rae NPMMEHMMO,

a) onpegeneHHble KPUTEPUN ANst aHanmM3a n ogobpeHns
NpOLIECCOB;

b) yTBepxaeHve obopyaoBaHus u kBanudukalmmn
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c) use of specific methods and procedures,
d) requirements for records (see 4.2.4), and
e) revalidation.

7.5.3 lIdentification and Traceability
Where appropriate, the organization shall identify the
product by suitable means throughout product realization.

The organization shall maintain the identification of the
configuration of the product in order to identify any
differences between the actual configuration and the
agreed configuration.

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

When acceptance authority media are used (e.g., stamps,
electronic signatures, passwords), the organization shall
establish appropriate controls for the media.

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

NOTE Traceability requirements can include

- identification to be maintained throughout the product
life,

- the ability to trace all products manufactured from the
same batch of raw material, or from the same
manufacturing batch, to the destination (e.qg., delivery,
scrap),

- for an assembly, the ability to trace its components to
the assembly and then to the next higher assembly, and

- for a product, a sequential record of its production
(manufacture, assembly, inspection/verification) to be
retrievable.

NOTE In some industry sectors, configuration
management is a means by which identification and
traceability are maintained (see 7.1.3).

7.54 Customer Property

The organization shall exercise care with customer
property while it is under the organization‘s control or being
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nepcoHana;
C) WCnonb30BaHWE KOHKPETHbIX METOAMK W NPOoLEeayp;
d) TpeboBaHus k 3anucam (cm.4.2.4), n

€) MOBTOPHYIO Banvaaumio.

7.5.3 WpeHTndukaumsa n npocnexmBaeMocTb
'oe uenecoobpasHo, opraHu3auns AormkHa
NAEeHTUULMPOBATL NPOAYKLUMIO NOAXOASLLMMM
cnocobamu B npouecce co3gaHns npogyKunm.

OpeaHuzayusi 0ormkHa noddepxxusamb UOeHMUGUKaUU0
KOHbueypauuu npolyKuyuu C UeNbK 6biserieHusi mobbix
pacxox0eHull Mexdy hakmudeckol KoHgueypayuel u
coanacoeaHHOU KoHgbuzypayuedl.

OpraHuMsauma  OormkHa  uaeHTMduUUMpoBaTh  cTaTyc
npoaykuMm B 4Yactu TpebGoBaHWA K U3MEpPeHusM U
MOHUTOPUHTY Ha BCEM NMPOTSHKEHUU CO3AaHMSA NPOAYKLIUN.

Ecnu  npu  npuemke  ucrionb3ytomcs — cpedcmea
rnoomeep>x0eHuUsi  nofHoMoyul  (Harpumep, nedamu,
3/1eKMPOHHbIE  MOOMNUCU, Maponu), mo opeaHu3ayusl
O0ormkHa ycmaHosums u O0oKyMeHmMuposamb
coomeemcmeyowue Mepbl ynpaeneHuss Ons  makux
cpedcmea.

B Tex cnyvasix, korga npoCnexuBaeMoCTb SIBMSiETCA
TpeboBaHuem, opraHusaumsi ~ JOfbkHa — ynpaensiTb
WHOMBMAYANbHOW WMAEHTUMMKAUMEN NPOAYKUMU U BECTM
3anvcu (cm. n.4.2.4).

TNMPUMEYAHWE TpebosaHus K npocrexusaemocmu
Moeaym 8KIo4Yameb

- coxpaHeHue uGeHmuchukayuu 8 meyeHue eceao
JKU3HEHHO20 yuKa npodykuuu,

- 803MOXHOCMb MpPOCExXusaHusi ecell nPodyKyuu,
u320moessieHHOU u3 0OHOU napmuu Chipbs, UMU U3 0OHOU
npoudsodcmeeHHoU napmuu 0o Mecma HasHa4YeHusi
(Hanpumep, nocmasku, ymusnausayuu),

- 0ns c60POYHbIX Y3/108 — BO3MOXHOCMb
npocnexusaHusi 8X005WUX KOMIOHEHMOo8 00 c60POYHO20
y3na u 3amem 0o criedyroueao yposHsi cOopKu, u

- 0ng npodyKyuu — Hanu4ue 80CCmMaHoB8UMbIX
rnocnedosameribHbIX 3anucell no ee U320Mo8eHU
(mpouseodcmeo, cbopka, nposepka/sepughuxkayusi).

NMPUMEYAHWE: B HEKOTOPbIX oTpacnax
NPOMBILLAIEHHOCTU MAEHTUMMUKALMSA 1 NPOCNEXNBAEMOCTb
NoAAepXXMBatoTCS NoCpeacTBOM ynpasneHns

KOHdurypauven (cm. 7.1.3).
7.5.4 CobGcTBEeHHOCTb NoTpebutens

OpraHuzauus JOIKHa NposAiBAsATL 3aboty o
CcOBCTBEHHOCTU MOTpPebuTens, koraa oHa HaxoguTcs Mof
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used by the organization. The organization shall identify,
verify, protect and safeguard customer property provided
for use or incorporation into the product. If any customer
property is lost, damaged or otherwise found to be
unsuitable for use, the organization shall report this to the
customer and maintain records (see 4.2.4).

NOTE Customer property can include intellectual property
and personal data.

7.5.5 Preservation of Product

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

Preservation of product shall also include, where
applicable in accordance with product specifications and
applicable  statutory and regulatory requirements,
provisions for

a) cleaning,

b) prevention, detection and removal of foreign objects,

¢) special handling for sensitive products,
d) marking and labeling including safety warnings,
e) shelf life control and stock rotation, and

f)  special handling for hazardous materials.

7.6 Control of Monitoring and Measuring Equipment

The organization shall determine the monitoring and
measurement to be undertaken and the monitoring and
measuring equipment needed to provide evidence of
conformity of product to determined requirements.

The organization shall maintain a register of the monitoring
and measuring equipment and define the process
employed for their calibration/verification including details
of equipment type, unique identification, location,
frequency of checks, check method and acceptance
criteria.

NOTE Monitoring and measuring equipment includes, but
is not limited to: test hardware, test software, automated
test equipment (ATE) and plotters used to produce
inspection data. It also includes personally owned and

C1p. 321343
ynpaBrneHuem OpraHusauum unu ucnonb3yetcs
OpraHusauuen. OpraHusauus JofmkHa obecneymBaTtb

naeHTudurkaumio, BepmdnkaLmnio, COXPaHHOCTb U 3alumTy
cobCTBEHHOCTH notpebutens, nepegaHHoM ans
UCMNOMb30BaHNS WM BKITOYEHUA B COCTaB MNpPoAyKUWM.
Ecnu kakaa-nmbo cobCcTBEHHOCTL NOTPEOMTENSA OKa3anach
YTEPSAHHON, MOBPEXAEHHONW WNM MO WHbIM NPUYUHAM
npu3HaHa HenpurogHon ans NCNOMb30BaHws,
opraHu3aums gosmkHa coobwmTb 06 3ToM noTpedutento u
BeCTM 3anucm (cm. n.4.2.4).

MPUMEYAHWE: CobCcTBEHHOCTL NOTPEDOUTENS MOXET
BKITIOYaTb MHTENNEKTyanbHy COGCTBEHHOCTL U
nepcoHarnbHble faHHbIe.

7.5.5 CoxpaHHOCTb NpoayKUunm

Opranuzaumsi  gorkHa  obecneumBaTb  COXPaHHOCTb
npoaykuum B xode ee ob6paboTky BHYTPU OpraHuM3auum u
[OCTaBKM B MECTO HasHadeHus And noaaepXaHus
COOTBETCTBUSA TpeboBaHusM. loe NPYMEHMMO,
COXPaHHOCTb  [OIPKHA  BKMOYaTb  MAeHTUdmkaumio,

obpalleHne ¢ NpoayKumen, yNakoBKYy, XpaHEHUE U 3aLLUTY.
CoxpaHHOCTb [OJKHA Takke pacnpoCTpaHsATbCA Ha
COCTaBHble YacTu NPOAYKLUN.

CoxpaHHocmb npodykyuu OOImKHa 6KrYamb, 20e 3mo
MPUMEHUMO cO2/1acHO crieyugbukayusiM Ha npodyKyuo u
MPUMEHUMbIM ~ 3aKOHOOamesibHbIM U HOPMamueHbIM
mpebosaHusiM, mpebosaHus K:

a) o4ucmke,

b) npedynpexdeHuto nonadaHusi MOCMOPOHHUX
npedmemos, ux obHapyXXeHuro U yoarneHuro,

C) o0coboe obpaujeHue ¢ YysacmaumerbHoU npodykyued,
d) wmapkupoeke, eknroyasi 3Haku 6e3onacHocmu,

€) KOHmMpOsb Had CpoKamu xpaHeHuUs u obopomamu
mosapHsbIx 3anacos, u

f) ocoboe obpaujeHue ¢ onacHbIMU Mamepuanamu.

7.6  YnpasneHve obopygoBaHWeM AfiSi MOHUTOPWHra 1
N3MepeHNin

OpraHunsauma OorkHa onpenennTb, Kakon MOHUTOPUHE U
Kakue usMepeHusi noasiexxar BbINOJHEHMIO, @ Takke Kakoe
obopynoBaHve Aans MOHUTOPUHIA W U3MEepeHui
HeobxoOAMMO [AONsi  NpedocTaBlieHWs  CBMOETENbCTBA
COOTBETCTBUS NPOAYKLMMN YCTAHOBINEHHBLIM TpeboBaHUAM.

OpzaHusayusi dormkHa eecmu nepevyeHb 0bopydosaHusi
0nisi  MOHUMOpPpUHea U u3MepeHul u onpedenums
rpouecchbl e20 Kanubposku, y4dyumbigeass noOpobHocmu
muna obopydosaHus, udeHmucghukayuro,
MeCcmoHaxox0eHue, nepuoduyHocmb U MemoObl
MpoBepKU, a makxe Kpumepuu rnpuemKu.

MNMPUMEYAHWE O6opydosaHue Ornsi MOHUMOPUHea U
uaMepeHull 6K/o4Yaem 8 MOM Yucsie: UCHbImamesbHoe
obopydosaHue, npoepamMmHoe obecrieyeHue,
asmomamu4eckoe ucribimamesisHoe obopydoeaHue U
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customer supplied equipment used to provide evidence of
product conformity.

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

The organization shall ensure that environmental
conditions are suitable for the -calibration, inspection,
measurement and testing being carried out.

Where necessary to ensure valid results, measuring
equipment shall

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

b) be adjusted or re-adjusted as necessary;

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

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

e) be protected from damage and deterioration during
handling, maintenance and storage.

The organization shall establish, implement and maintain a
process for the recall of monitoring and measuring
equipment requiring calibration or verification.

In addition, the organization shall assess and record the
validity of the previous measuring results when the
equipment is found not to conform to requirements. The
organization shall take appropriate action on the
equipment and any product affected.

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

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

C1p. 331343

nnommepbl 0rs 06pabomku OaHHbIX KOHMpons. OHo
makxe ekrrodaem obopydosaHue NUYHO20 MOIb308aHUS U
npedocmasrieHHoe rompebumenem, UCMONbL3yemMoe 8
uensx nodmeepxoeHusi coomeemcmausi MPoodyKUUU.

OpraHmsaums  [OOSKHa  YCTAHOBWUTb — MpoLecchl  Ans
obecneyeHns TOro, YTO MOHUTOPWHI U MU3MEPEHUS MOryT
ObiTb BbINOMHEHbI W BbLIMNOMHATCA B COOTBETCTBUM C
TPebOBaHNAMU K MOHUTOPUHTY U U3MEPEHUSIM.

OpeaHuzauyusi OomkHa obecriedumb coomeemcmaue
ycrosul okpyxaruweli cpedbl mpebogaHuUsM nposedeHust
KanubposKu, KOHMPOJIs, UsMepeHUl U ucrbimaHud.

'ae Heobxoammo obecneunTb AOCTOBEPHbIE pesynbTaThl,
n3meputenbHoe obopyaoBaHNe OOMKHO ObITh

a) oTkanubpoBaHO W(MNKN) MOBEPEHO C YCTAHOBIEHHOM
NeproaMYHOCTBIO UMW Nepes Ha4vanom UCMonb30BaHWs No

CTaHOapTam n3mepeHua, npocnexmBaembiM ao
MeXayHapoOHbIX mnnm HaUuMOHaIbHbIX CTaHOapToB
N3MepeHnA; ecnn  Takme CTaHgapTbl OTCYTCTBYHOT,

ucnonb3lyemas ans KanubpoBkM WNM  MOBepku 0Gasa
[ormkHa ObITb odopmnieHa B Buge 3anucen (cm. 4.2.4);

b) perynupoBaTbcst unu, B criydyae Heob6xoaMmMocTw,
NOBTOPHO PErynMpoBaThCs;

C) uMeTb naeHTUMKaUMIO 4na onpeaeneHms cratyca
KannbpoBku;

d) 3awuLieHo OT HECAHKLMOHMPOBAHHbIX PErYIMPOBOK,
KOTOpble MOryT caenatb HeeNCTBUTENbHbIMUK pe3yrbTaThbl
N3MepEHNN, n

€) 3alMLLEHO OT NOBPEXAEHUI U yXYALIEHWS
XapakTepuUCTUK Npu o6paLleHnn ¢ HUM, TEXHNYECKOM
00CNYy>XMBaHUN N XPaHEHWMN.

OpeaHuzayusi Go/mkHa ycmaHo8uUmMb, 6HEOpUMb U
noddepxusampb npouecc oma3abiea obopydosaHusi Ons
MOHUMOpPUHa2a U u3mepeHul, mpebyrouweao Kanubposku
unu eepughukayuu.

Kpome ToOro, opraHusaums [JOIpkHa OueHuMBaTb U
perncTpmpoBaTb OOCTOBEPHOCTb npeapiaywmx
pes3ynbTatoB  WU3MEPEHWI, ecrim OOHapyXmMBaeTcs, 4TO
obopynoBaHue He  cooTBeTCTByeT  TpeboBaHuAM.

OpFaHVI3aLI,I/IF| OOJDKHa npegnpuHuMaTb COOTBETCTBYOLME

Oenctenst B OTHOWeEHWM obopyaoBaHua wu  nwobown
NpoayKuuu, Ha KOTOpOW 0Tpasnnochb Takoe
HECoOOTBETCTBME.

Heobxogumo noaaepXvBath 3anucu no pesynbraram
KanmbpoBku 1 noBepku (cm. n.4.2.4).

Mpun wncnonb3oBaHUM B MNPOLECCE MOHUTOPMHTaA MU
n3MepeHnss onpegeneHHolx  TpeboBaHui, Heobxoammo
noaTBeEpPaAUTb BO3MOXHOCTU KOMMbIOTEPHOrO
nporpaMmMHoro obecneyeHust COOTBETCTBOBATb

3annaHNMPOBaHHOMY UCMOMb30BaHUD. 3TO Heobxoanmo
BbIMONHWUTL Nepen NepBbIM  UCMOMb30BaHWEM W, Npu
HeobxoaMMOCTK, NOATBEPXKAATb.
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NOTE Confirmation of the ability of computer software to
satisfy the intended application would typically include its
verification and configuration management to maintain its
suitability for use.

8. MEASUREMENT, ANALYSIS AND IMPROVEMENT
8.1 General

The organization shall plan and implement the monitoring,
measurement, analysis and improvement processes
needed

a) to demonstrate conformity to product requirements,

b) to ensure conformity of the quality management
system, and

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

This shall include determination of applicable methods,
including statistical techniques, and the extent of their use.

NOTE According to the nature of the product and
depending on the specified requirements, statistical
techniques can be used to support

- design verification (e.g., reliability, maintainability,
safety),

process control,

. selection and inspection of key characteristics,
. process capability measurements,

. statistical process control,

. design of experiment,

inspection, and
failure mode, effect and criticality analysis.

8.2
8.2.1

Monitoring and Measurement
Customer Satisfaction

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

Information to be monitored and used for the evaluation of
customer satisfaction shall include, but is not limited to,
product conformity, on-time delivery performance,
customer complaints and corrective action requests.
Organizations shall develop and implement plans for
customer  satisfaction improvement that address
deficiencies identified by these evaluations, and assess the
effectiveness of the results.

C1p. 34 n343
NMPUMEYAHUE: MoaTBepxaeHne cnocobHocTn
KOMMbIOTEPHOrO obecneyeHuns YOOBMNETBOPATb

npegnonaraemMomMy MNpUMEHEHNI0 OObIYHO BKIOYAET €ero
BepudUKaLMIO N MEHEOXMEHT KOoHurypaumm B LEensix
nogaepxaHvs ero NPUroaHOCTU Ans UCNOSb30BaHUs.

8. NBMEPEHUA, AHANTIN3 N YNYYLLEHNE

8.1  Ob6wwe nonoxeHus

OpraHusauusi 4OMKHa NNaHNPoBaTh U OCYLLLECTBNSATb
npoLeccbl MOHUTOPWHIA, U3MEPEHWIA, aHanmsa u
ynyylleHusi, Heobxoaumble 4ns:

a) [eMOHCTpauun cooTBETCTBUSI TpeboBaHMAM K
npoaykuuu,

b) obGecnevyeHna cOOTBETCTBUS CUCTEMbBI MEHEAXKMEHTA
KayecTBa; u

C) NOCTOSIHHOIO MOBLILIEHUS Pe3yNbTaTUBHOCTU CUCTEMbI
MeHe)XMeHTa kayecTBa.

OTa fenTenbHOCTb AO0MMKHA BKMOYaTb onpeaeneHune
NOAXOASLLNX METOAOB, B TOM YMCIE CTATUCTUYECKUX
METOZOB, N CTENEHU UX NPUMEHEHNS.

NMPUMEYAHUE B 3asucumocmu om  xapakmepa
npodyKyuu U yKadaHHbIx mpebosaHuli crnamucmu4ecKkue
MemoObl MOXHO UCI01b308amb 07151 MOOOEPKKU:

- eepucbukayuu rnpoekmuposaHus (Harpumep,
rposepkKu HadexxHocmu, peMOHMOoNPuU20OHOCMU,
be3onacHocmu)

- yrpassieHus rpoyeccom,

. 8b160pa U NMPoBEPKU KITIOYEBbIX Xapakmepucmuk,
. u3MepeHUsi MPou38o0UMeIbHOCMU MPOUECccos,

. cmamucmu4ecKoz0 yrnpassieHus poyeccoMm,

. MaHupoB8aHuUs IKCIepuUMEHIMOo8,

- [pos8epKu, U

- aHanu3a xapakmepa u riocriedcmeuti omka3os
(FMEA).

8.2  MOHUTOPVHI 1 N3MepeHmns

8.2.1 YOoBNeTBOPEHHOCTb NoTpebutens

OpraHusauus AOMKHa NpoBOANTb MOHUTOPWHT
nHdopmaumnm 06 YAOBMNETBOPEHHOCTU n/vnm
HeyOo0BNETBOPEHHOCTM MOTPebMTENs COOTBETCTBUEM €rO
TpeboBaHusiM, kak o6 ogHOM M3  nokasartenen
PYHKUNOHNPOBAHUSA CUCTEMbI MEHEMKMEHTa KadecTsa.
Heobxogumo  onpefensTb  MeTOAbl  MOMAyYeHMs U

NCMNoMb30BaHNs Takon nHopmaLlmn.

UHgpopmayusi ons MOHUMOpPUHaa u OUEHKU
ydoenemesopeHHocmu rnompebumerssi O0/mKHa 8KI0Yams,
HO He oepaHu4usambCs, , coomeemcmeue MpPooyKyuU,
C80EB8PEMEHHOCMb 10CMAaBOK, Xanobbl nompebumenel u
3anpocbl Ha rnposedeHue Koppekmupyrouux Oeticmeud.
OpeaHu3auyuu Oo/mkHbl paspabambieamb U 6HEOPSIMb

nnaHb! roebiWeHus ydoeriemeopeHHocmu
nompebumenell, 8  KOMOPbIX  paccMampuearomcs
HedocmamKu, bisie/ieHHble 8 pe3y/ibmame  Mmakux
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NOTE Monitoring customer perception can include
obtaining input from sources such as customer satisfaction
surveys, customer data on delivered product quality, user
opinion surveys, lost business analysis, compliments,
warranty claims and dealer reports.

8.2.2 Internal Audit

The organization shall conduct internal audits at planned
intervals to determine whether the quality management
system

a) conforms to the planned arrangements (see 7.1), to
the requirements of this International Standard and to the
quality

management system requirements established by the
organization, and

NOTE Planned arrangements include customer contractual
requirements.

b) is effectively implemented and maintained.

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

A documented procedure shall be established to define the
responsibilities and requirements for planning and
conducting audits, establishing records and reporting
results.

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

The management responsible for the area being audited
shall ensure that any necessary corrections and corrective
actions are taken without undue delay to eliminate
detected nonconformities and their causes. Follow-up
activities shall include the verification of the actions taken
and the reporting of verification results (see 8.5.2).

NOTE See ISO 19011 for guidance.

8.2.3 Monitoring and Measurement of Processes

Ctp. 351343

OUEHOK, a makxe

pesynbLmamos.

oyeHusamb  3¢hghekmueHoCmMb

NMPUMEYAHWE: MOHUTOPUHF YAOBMNETBOPEHHOCTU
notpebutens MoXeT BKNOYaTb BXOAHbIE [AaHHble U3
pasHbIX NCTOYHVKOB, Takmx Kak n3yyeHue
yOOBMETBOPEHHOCTH notpeburenen, OaHHble
notpebutens o KayecTBE MOCTABMEHHOW MPOOYKLUUN,
U3yyeHne MHEeHUs Monb3oBaTenen, aHanuMa ynyweHHON
Bblrodbl, MOMOXMWTENbHbIE  OT3biBbl, MNPETEH3NUn Mo
rapaHTuu 1 oT4eTbl QUNEpoB.

8.2.2 BHyTpeHHuh ayguT

OpraHusauns 4omKHa NPoBOAUTb BHYTPEHHME ayauThbl
CUCTEMbI MEHEPKMEHTA KayecTBa C 3ansiaHMpOBaHHOM
NepuoaNYHOCTLIO AN TOro, YToObl YCTaHOBUTb:!

a) COOTBETCTBYET NN OHA 3anfaHNpOBaHHbIM
Meponpuatusam (cMm. 7.1), TpeboBaHUsIM HAcCTOSILLENO
MeXayHapoaHoro ctaHaapTa u TpeboBaHusIM K cucteme
MeHeKMeHTa KayecTBa, YCTaHOBMEHHbIM OpraHu3aunen,
"

MNMPUMEYAHWE 3annaHuposaHHbie mMeponpusimusi
gKro4am mpebosaHusi KOHmMpakma ¢ nompebumesnem.

b) addekTMBHO MM oHa BHeApeHa 1 nogaepXxnBaeTcs nu
B paboTOCnOCOOHOM COCTOSIHUN.

Mporpamma ayguta [oSbkHa MnaHMpoBaThbCs C y4eTOM
cTaTyca W BaKHOCTU NpOBEPSiEMbIX NPOLECCOB U Y4aCTKOB,
a Takke pe3ynbTaToB Npeabliaywmnx ayamtoB. [OSmKHbI
ObITb onpepeneHbl KpUTepUKU, obnacTtb, NEPUOANYHOCTL U
meToabl ayauTa. Bblibop ayauTopoB ¥ npoBefeHue
ayoutoB  OOMKHbI  obecneyvBatb OOBLEKTUBHOCTL U
HenpeaB3ATOCTb Npouecca ayauTa. Ayautopbl He OOMKHbI
npoBepsiTb COOCTBEHHYIO paboTy.

HorxHa ObITb yCTaHOBJ1EHaA OOKyMeHTupoBaHHadA
npouenypa, onpependmouwasn OTBETCTBEHHOCTHN n
Tpe6OBaHVIFI no nnaHmpoBaHuio, nposeaeHunto ayanToB,

BeOEHMIO 3anMcen n 0TYETHOCTM O pe3ynbTaTtax.

Heobxogumo BecTu 3anvcu o6 ayautax u ux pesynbtaTax
(cm. n.4.2.4).

PykoBOACTBO, OTBETCTBEHHOE 32 MNPOBEPSIEMbINA YHaCTOK,
OOMKHO obecneunBaTb BbINOSNHEHNE ntobbIx
HeOOXOAMMbIX KOPPEKUMA U KOPPEKTUPYHOLMX AeNCTBUIA
Mo YCTPaHEHWIO BbISIBIEHHbIX HECOOTBETCTBUA U KX
npuunH 6e3 HeobocHoBaHHOW 3apepxku. [poBepka
BbIMNONHEHNA NPEATNPUHSTLIX AENCTBUIN AOMKHA BKIOYaTh
BEPUMUKALIMIO BbINOSTHEHHbIX AENCTBUA U OTYETHOCTb O
pesynbTatax Bepudukauum (cm. 8.5.2).

NMPUMEYAHUE: B kadecTBe pykoBoacTtea cMm. ISO 19011.

8.2.3 MOHUTOPUHT N N3MepeHNe NpoLLEeCCoB
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The organization shall apply suitable methods for
monitoring and, where applicable, measurement of the
quality management system processes. These methods
shall demonstrate the ability of the processes to achieve
planned results. When planned results are not achieved,
correction and corrective action shall be taken, as
appropriate.

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

In the event of process nonconformity, the organization
shall

a) take appropriate action to correct the nonconforming
process,

b) evaluate whether the process nonconformity has
resulted in product nonconformity,

c) determine if the process nonconformity is limited to a
specific case or whether it could have affected other
processes or products, and

d) identify and control any nonconforming product (see
8.3).

8.2.4  Monitoring and Measurement of Product

The organization shall monitor and measure the
characteristics of the product to verify that product
requirements have been met. This shall be carried out at
appropriate stages of the product realization process in
accordance with the planned arrangements (see 7.1).
Evidence of conformity with the acceptance criteria shall
be maintained.

Measurement requirements for product acceptance shall
be documented and shall include

a) criteria for acceptance and/or rejection,

b) where in the sequence measurement and testing
operations are to be performed,

c) required records of the measurement results (at a
minimum, indication of acceptance or rejection), and

d) any specific measurement instruments required and
any specific instructions associated with their use.

When critical items, including key characteristics, have
been identified the organization shall ensure they are
controlled and monitored in accordance with the
established processes.
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OpraHusaumss [oImkHa NPUMEHSATb COOTBETCTBYHOLLNE
MeToabl AN MOHUTOPUHra U, rae NPUMEHUMO, N3MepPEeHNs
MpOLECCOB CUCTEMbI MeHe)KMeHTa KadecTBa. Takue
MeToabl OOSMKHbI NMOATBEPXKAAaTb CMNOCOOHOCTL KaXKaoro 13
3TUX npoLeccos jocTturatb 3annaHMpoBaHHbIX
pesynbTatoB. Ecnu 3annaHupoBaHHble pesynbTaTbl He
JOCTUraloTCA,  OOMKHbI  BbIMNOMHATLCA  Haanexalue
KoppeKLuun " KOppekTupylolwme  OeucTBus, roe
uenecoobpasHo.

MPUMEYAHUE: Mpwn onpegeneHnmn nogxogawmnx METOA0B
pekoMeHayeTcs1, 4ToObl opraHM3auust paccmoTpena Tun u
00bEeM MOHUTOPUHra UM U3MEPEHUIA, COOTBETCTBYHOLLMUX
KakgoMy M3 ee MNpoueccoB, B MflaHe WX BIIMSIHUS Ha
cooTBeTcTBME TpeboBaHMAM K nNpoaoykuuMm W Ha
pe3ynbTaTUBHOCTb CUCTEMbI MEHEPKMEHTA KavyecTBa.

B cnyyae Hecoomeemcmeusi ripoyecca opaaHu3auyusi
dosmKHa:

a) ebIno/IHUMbL coomeemcemsyrujue delticmausi 0si
KoppeKuuu Hecoomeemcmeyruieao rnpoyecca,

b) onpedenums, npuseno nu Hecoomeemcmeaue
rpouecca K Hecoomeemcmeuto rnpodyKuuU,

c) onpedenums, oepaHu4ugaemcs /iU Hecoomeemcmeue
npouecca omoesibHbIM Cily4aem usu OHO M02J10
rnoenusimb Ha Opyaue rpouecchl U npodyKyuto, U

d) UdeHmuguyuposamb HECOOMBEMCMBYIOULYIO
npodyKyur U ynpasnsims makoegol (cm. 8.3).

8.2.4 MOHWUTOPWHT U n3MepeHne NpoayKLmm

OpraHmsaums [JOSPKHa OCYLLECTBMATb  MOHUTOPUHT U
n3mepsaTb XapaKkTepUCTUKM NPOAyKUUN, YTOObI
BepudmumpoBaTb BbiNoNHeHMe TpeboBaHMM K NPogyKLUUN.
OTO AOMKHO BbINOMHATLCSA Ha COOTBETCTBYHOLLMX dTanax

npouecca C€o34aHuss nNpPOAYKUMM B  COOTBETCTBUU C
3annaHupoBaHHbIMK  MeponpuaTuamm — (cm.  n.7.1).
Heobxoammo noaaepxueaTtb cBmaeTenbCcTBa

COOTBETCTBUSI KPUTEPUSAM MPUEMKM.

TpebosaHusi K uamepeHusiM O IPpUeMKU MPoodyKuuu
00mkHbI bbImb OOKyMeHmMarbHO 0ghopMIIeHb! U OOMKHbI
8KIr04amp:

a) Kpumepuu rpueMKu u(usmu) OMKIOHEHUS,

b) mouku npouyecca, 8 KOMOPbIX 8bIMNONHAOMCS
U3MepeHUsI U UcrbimaHusi,

C) Heobxodumbie 3anucu pe3ynbmamos uaMepeHul (Kak
MUHUMYM, yKa3aHue o rpueMKe Uiu OMKIIOHEeHUU), U

d) ece Heobxolumbie crieyuanu3upo8aHHbIe
uamMepumersibHble UHCMPYMEHMbI U KOHKPeMmHbIe
UHCMPYKUYUU 10 UX UCMOb308aHUI.

I7pu onpedeneHuu Kpumu4yecKux 3JIeMeHmaos, 6KJiro4as
KIlro4yesble  Xapakmepucmuku, opeaHu3auyus dormkHa
obecreqyums yripassieHue umu U UX MOHUMOPUHe 8
coomeemcmeuu ¢ ycmaHo8J/1eHHbIMU rpoueccamu.
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When the organization uses sampling inspection as a
means of product acceptance, the sampling plan shall be
justified on the basis of recognized statistical principles and
appropriate for use (i.e., matching the sampling plan to the
criticality of the product and to the process capability).

Where product is released for production use pending
completion of all required measurement and monitoring
activities, it shall be identified and recorded to allow recall
and replacement if it is subsequently found that the product
does not meet requirements.

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

Where required to demonstrate product qualification, the
organization shall ensure that records provide evidence that
the product meets the defined requirements.

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

The organization shall ensure that all documents required
to accompany the product are present at delivery.

8.3 Control of Nonconforming Product

The organization shall ensure that product which does not
conform to product requirements is identified and
controlled to prevent its unintended use or delivery. A
documented procedure shall be established to define the
controls and related responsibilities and authorities for
dealing with nonconforming product.

NOTE The term “nonconforming product” includes
nonconforming product returned by a customer.

The organization’s documented procedure shall define the
responsibility and authority for the review and disposition of
nonconforming product, and the process for approving
personnel making these decisions.

Ctp. 37 n3 43

Ecnu opeaHu3ayusi npu npuemMke npodykyuu ucronbsyem
8bI60POYHbII KOHMPOJIb, MiaH 8blI6opKU OosmKeH 6bimb
obocHOBaH C y4emoM MPUHSMbLIX CMamucCmu4ecKux
npuUHYUnos u 56/151IMbCSl npuemsieMbim ons
ucronb3oeaHusi (m.e. coriocmassieHue niaHa ebI6opKu co
3HaYyUMocmbio nNPOAYKUUU U 803MOXHOCMSIMU fpouecca).

Koeda npodykyus, 3aryuleHHas 8 npoussodcmeo
oxudaem 3asepuieHusi 8Cex HeobXxo0uMbix uaMepeHul u
MOHUMOpPUH2a, ee Heobxodumo udeHmuguyuposams U
3apesucmpuposamb  Ofi  803MOXHOCMU oma3blea U
3amMeHbl 8  cryyae  focnedyrowe2o  8bisi8rieHUs
Hecoomeemcmeusi mpebosaHUsIM.

B 3anuncsax Heobxooumo ykasbiBaTb nuy, (nM1uo),
CaHKLUMOHUPOBABLLUX BbIMYCK NPOAYKLUMKN AN NOCTaBKu
notpeburtento (cm. n.4.2.4).

B mex cnyuyasx, koela mpebyemcss nokazamb
coomeemcmeue npodyKyUU MEeXHUYECKUM YCII08USIM,
opeaHu3ayusi do/mkHa obecrneyums Hanuque 8 3anucsx
ceudemersnibcme coomeemcmausi nNPooyKuuU yKa3aHHbIM
mpebogaHusIM.

Beinyck npogykumn un obcnyxusaHve notpebutensa He
OOMKHbl  OCylecTBnATbCA A0 Tex nop, Mnoka Bce
3annaHupoBaHHble  MmeponpuaTus (M. n.7.1)  He
BbINOMHEHbI C YAOBNETBOPUTENBHBLIMY pe3yrnbTaTtamu, ecnm
TONMbKO WMHOM MNOPSiAOK He oJobpeH COOTBETCTBYHOLLMM
YNONTHOMOYEHHbIM nmuom n, raoe NPUMEHNMO,
notpebutenem.

OpeaHu3sauusi dormkHa obecriedums, 4Ymo ece
OoKymMeHmMbI, Heobxodumble Orsi CONPo8OXOeHUsI
npodyKyuu, UMEMCcs npu rnocmaske.

8.3 YnpaBneHne HeCOOTBETCTBYIOLLEN NPOLYKUNEN

OpraHusauma porkHa obecneunTtb, 4YTO  MNpoayKUuMs,
KOTopasl He COOTBETCTBYeT TpeGoBaHUsAM K MPOAYKLMH,
naeHTUdULMPYeTCa U ynpasnsieTcs Takum  o6pasom,

YTOGbI npeaoTBpaTUTb ee HenpeaHaMmepeHHoe
ucrnonb3oBaHMe  unM  noctaeBky.  [ormkHa  GbiTb
yCTaHOBIeHa [OKYMEHTUPOBaHHas! npoueaypa,

onpegensollas Mepbl yNpaBlieHUst N CBA3aHHbIE C HUMMU
OTBETCTBEHHOCTb W MOMHOMOYMS MO OOpaleHno ¢
HEeCOOTBETCTBYIOLLEN NPOAYKLMNER.

MNMPUMEYAHWE TepmuH «Hecoomeemcemeyou,asi
npodyKUUsi» 8KI0OYaem HeCooOmMaemcmeayrulyo
npodyKuuo, o38pawieHHyr nompebumeriem.

JokymeHmupoeaHHasi ripouedypa opeaHusayuu OOsKHa
onpedesiimb 0MBEMCMEEHHOCMb U  [O/IHOMOYUST 3a
rnposedeHue aHanu3sa u Ha obpaweHue c
Hecoomeemcmeyouwiel npodykyuel, a makxe npoyecc
ymeepx0eHuUsi ~ cOmpyOHUKO8,  MPUHUMaKWux  amu
peweHus.
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Where applicable, the organization shall deal with
nonconforming product by one or more of the following
ways:

a) by taking action to eliminate the detected
nonconformity;

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

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

d) by taking action appropriate to the effects, or potential
effects, of the nonconformity when nonconforming product
is detected after delivery or use has started;

- The organization’s nonconforming product control
process shall provide for timely reporting of delivered
nonconforming product;

NOTE Parties requiring notification of nonconforming
product can include suppliers, internal organizations,
customers, distributors and regulatory authorities.

e) by taking actions necessary to contain the effect of the
nonconformity on other processes or products.

Dispositions of use-as-is or repair shall only be used after
approval by an authorized representative of the
organization responsible for design.

NOTE Authorized representative includes personnel
having delegated authority from the design organization.

The organization shall not use dispositions of use-as-is or
repair, unless specifically authorized by the customer, if the
nonconformity results in a departure from the contract
requirements.

Product dispositioned for scrap shall be conspicuously and
permanently marked, or positively controlled, until
physically rendered unusable.

When nonconforming product is corrected it shall be
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'Ae npymeHumo, opraHm3aums gomkHa obpallatbes ¢
HECOOTBETCTBYIOLLEN NpoayKUNen OgHUM nnu
HECKOIbKMMM 13 creaytoLmx cnocobos:

a) nyTeMm NPUHATUS OENCTBUIA ANS YyCTPaHEHUs
0BHapy>XeHHOro HECOOTBETCTBUS;

b) CaHKUMOHMPOBaHNEM €€ UCMNOJ1b30BaHUA, BbilNyCKa Unn
NMPUEMKU C OTCTyNJI1IEHNEM, pa3pellieHHbIM
COOTBETCTBYOLLMNM YNOJITHOMOYEHHbIM JTULIOM WU, Tae
NPUMEHnMo, I'IOTpe6l/ITeJ'IeM;

C) nyTeM NpUHATUS OEACTBUI, NPENSATCTBYIOLNX €e
nepBOHa4anbHO HAMEYEHHOMY UCMONb30BaHMNIO UMK
NPYMEHEHNIO;

d) nyTem BbINONHEHMS AeWCTBUS, COOTBETCTBYIOLLENO
BMMSAHWIO MW MNOTEHUMANbHOMY BINAHUIO
HEeCOOTBETCTBMS, KOraa HeCoOTBETCTBYOLAsA NPpoAyKLMS
obHapyXnBaeTcs nocre NoCTaBkv UK Nocre Havyana ee
NCMoNb30BaHMS.

— lNpouecc ynpasneHuss Hecoomeemcmayrouiel
npodykuyueti opaaHu3ayuu 0ormkeH npedycMampueams
C80EBPEMEHHYI0 OMYEMHOCMb O 10CMas/IeHHOU
Hecoomeemcmeyrouwiel npodyKyuu;

TNMPUMEYAHVE  CmopoHbl,  KOMOPbIX
ysedomsismb O Hecoomeemcmeyowiel  MpodyKuyuu,
moeaym 8K/I04amep 10CmMasuuKos, 8HYMPEHHUEe
opeaHu3auyuu, nompebumenet, Oucmpubbiomopos U
peaynupyouwue opeaHsbil.

mpebyemcsi

e) [lymewm sbinonHeHus delicmeuti, He06x00UMbIX O
clepxxusaHusi 8o30elicmeusi Hecoomeememausi Ha dpyaue
npouecchi unu npodyKyuUro.

HanbHeliwee ucrionb3oeaHue unu peMoHm Aornyckarmcs
MOsbKO nocrne o00obpeHus YMO/IHOMOY€HHbIM
npedcmasumernieM oOp2aHU3ayuu, OmMeemcmeeHHoU 3a
MpoeKkmuposaHue.

TNMPUMEYAHWE YnonHomo4yeHHbIM npedcmasumernem
Moxem 6bimb compyOHUK, Hades1eHHbIU MOIHOMOYUSIMU
CO CMOPOHbI MPOEKMHOU opaaHu3ayuu.

OpeaHuzayusi He OomkHa Oonyckamb OanbHeluwez20
ucrnonb308aHust Unu PeEMOHmMa, ecsiu Ha mo He umeemcsi
ocoboeo paspeweHusi nompebumerns, 8 crydasix, Kozda
Hecoomeemcmeaue 8bl38aH0O OMKITOHEHUEM om
mpebosaHuli KOHmpakma.

lMpodykyus, HarnpaeneHHas Ha ymunu3ayuro, OO/XHa
umMems 3aMEemHyK U [MOCMOSIHHYIO MapKUpoeKy uniu
Haxodumbcsi nod 6e3ycrio8HbIM KOHMpPonem 60 mex rop,
roka He 6ydem ripusHaHa huzudecKu Herpu2ooHOoU.

Mocne ycTpaHeHWst HeCOOTBETCTBUS NPOAYKUMNS NMOANEXNT
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subject to re-verification to demonstrate conformity to the
requirements.

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

8.4 Analysis of Data

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

The analysis of data shall provide information relating to
a) customer satisfaction (see 8.2.1),
b) conformity to product requirements (see 8.2.4),

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

d) suppliers (see 7.4).

8.5 Improvement
8.5.1  Continual Improvement
The organization shall continually improve the

effectiveness of the quality management system through
the use of the quality policy, quality objectives, audit
results, analysis of data, corrective and preventive actions
and management review.

The organization shall monitor the implementation of
improvement activities and evaluate the effectiveness of
the results.

NOTE Continual improvement opportunities can result
from lessons learned, problem resolutions and the
benchmarking of best practices.

8.5.2 Corrective Action

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

A documented procedure shall be established to define
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NOBTOPHON Bepudmkaumnm
COOTBETCTBMUS TPebOoBaHUAM.

ans NoATBEPXKAEHUS

Heobxoommo BecTu 3anucu o xapaktepe HeCOOTBETCTBUI
n nobbix nocneaywwmnx AEeNCTBUSX, BKMOYad NonyyYeHune
paspeLUeHn Ha OTKNOHeHne (cM. n.4.2.4).

8.4 AHanu3 gaHHbIX

OpraHusauus  gofmkHa  onpefensiTb,
aHanu3upoBaTb  COOTBETCTBYHOLLUE
NoATBEPXKAEHUS  NPUIOAHOCTM U Pe3ynbTaTUBHOCTM
CUCTEMbl MEHeXMeHTa KayecTBa, a Takke Ans
onpefeneHWs  HanpaBfieHWA, MO  KOTOPbIM  MOXeT
OCYLLECTBNATLCS NOCTOSIHHOE NoBbILLEHNE
pe3ynbTaTMBHOCTU CUCTEMbl MEHEXMEHTa KayecTBa.
Takve  paHHble  JOMKHbl  coaepXaTb  CBefeHus,
nonyyaemble B pe3ynbTaTte MOHWUTOPWHIa U U3MepeHui, a
TakkKe U3 Opyrmx NoAxXoAsLLMX UCTOYHUKOB.

AHanus gaHHbIX JOIMKEH NpefoCcTaBNATb MHCOPMAaLUIO O:
a) yOoBnNeTBOpPEHHOCTM notpebutens (cm. 8.2.1),

b) cooTtBeTcTBUM TpeboBaHMAM K Npogykumm (cm. 8.2.4),

cobmpatb M
AaHHble  ans

C) XapakTepucTuKax 1 TeHOEHLMAX NPpoLEeCcCOoB U
npoaykumun, BKn4vaa BO3MOXHOCTU OANA
npegynpexgatwllero gencremsa (cm. n.8.2.3 n 8.2.4), u;

d) nocrtaBwumkax (cm.7.4).

8.5 Ynyuywenne

8.5.1 TllocTosiHHOe ynyylieHne

OpraHusauus OOJPKHA
pe3ynbTaTMBHOCTb CUCTEMbI MEHEMKMEHTa KayecTBa
MoCpeacTBOM  UCMOMb30BaHUS MONMUTUKM B obnacTu
KayecTBa, Uenen B obnactm kavecTBa, pe3ynbTaToB
ayouToB, aHanu3a  [aHHbIX,  KOPPEKTUPYOLWMUX U
npeaynpexaarwmx OeWCcTBUA U aHanmM3a CO CTOPOHbI
pykoBoAacTBa.

NOCTOAHHO NnoBbILLATb

OpeaHuzayuss  domkHa rnpoeodums MOHUMOPUH2
8binosiHeHUs1 delicmeuli Mo yryYWweHUo U oueHusamb
aghghbekmusHoOCmMb pe3yibmamos.

MNMPUMEYAHUWE  BosmoxHocmu  Onid  Hernpepbi8HO20
yayqweHus MOXHO 8bIsI8UMb Ha OCHOBaHUU
npedwecmeyou,e2o orbima, peweHuss rnpobnem U
835Musi 3@ OCHO8Y ONMUMaJsIbHOU MPaKmMUKuU.

8.5.2 Koppektupyowme gencrems

OpraHvsaumsi OOIpkHa npeanpuHuMmaTtb OeWcTBus Ans
YCTPaHEHNs1 MPUYUH HECOOTBETCTBMIA BO usbexaHune wux
nosTopeHus.  Koppektupylowme  OeNCTBUS  OOMKHbI
COOTBETCTBOBATb CTEMEHU BO3OENCTBMSA BO3HWUKAMOLLMX
HECOOTBETCTBUMN.

Heobxoanmo ycTaHOBUTL AOKYMEHTUPOBAHHYIO
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requirements for

a) reviewing nonconformities (including customer
complaints),

b) determining the causes of nonconformities,

c) evaluating the need for action to ensure that
nonconformities do not recur,

d) determining and implementing action needed,

e) records of the results of action taken (see 4.2.4),

f) reviewing the effectiveness of the corrective action
taken,

g) flowing down corrective action requirements to a
supplier when it is determined that the supplier is
responsible for the nonconformity,

h) specific actions where timely and/or effective corrective
actions are not achieved, and

/) determining if additional nonconforming product exists
based on the causes of the nonconformities and taking
further action when required.

8.5.3 Preventive Action

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

A documented procedure shall be established to define
requirements for

a) determining potential nonconformities and their
causes,

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

c) determining and implementing action needed,

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

e) reviewing the effectiveness of the preventive action
taken.

NOTE Examples of preventive action opportunities include
risk management, error proofing, failure mode and effect
analysis (FMEA), and information on product problems
reported by external sources.
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npoweaypy, onpeaensoLlyo TpeboBaHus K:

a) aHanuay HecoOTBeTCTBMI (BKMOYas xanobbl
notpeburtenen);

b) onpegeneHuo NpMyYnH HECOOTBETCTBUN;

C) oueHke HeobxoauMOCTU AENCTBUI, rapaHTUPYIOLLNX
HEBO3MOXHOCTb NMOBTOPEHWNSI HECOOTBETCTBUS;

d) onpegeneHuio n BbINMOMHEHNIO HEOOXOANMBIX
[encTeum;

€) [OOKyMeHTanbHOMY OPOPMIIEHUIO Pe3yrbTaToB
npeanpuHATBIX AencTBumn (cm.4.2.4), n

f) aHanmsy pe3ynbTaTUBHOCTU NPELNPUHATBIX
KOPPEKTUPYIOLLMX AENCTBUN;

g) coobuweHuro 0 mpeboBaHUSX K KOPPEKMUPYIOULUM
delicmeusim nocmasuuky, koeda ornpedesieHo, 4Ymo
focmaswuKk Hecem omeemcmeeHHOCMb 3a
Hecoomeemcmeue,

h) koHKpemHbIM GelicmeusiM, ecriu Koppekmupyroujue
Oelicmeusi He 8bIrO/IHEHbI CBOEBPEMEHHO U (Usiu)
aghgpekmusHo, u

i) ebisseneHuro dpyaoli Hecoomeemcmeytouwel
npodyKyuu, Ha OCHO8aHUU MPUYUH Hecoomeemcmauu, u
8bIMoIHeHUto OanbHeliwux delicmaull 8 mex cryyasix,
Kog0a 3mo Heobxo0uUMO.

8.5.3 Tpepynpexpatowme oencTeng

OpraHusauusa pormkHa npegnpuHMMmaTtb  OEeWCTBUS  Ons
YCTPaHEHNs1 MPUYUH HECOOTBETCTBMIA BO usbexaHne wux
nosTopeHus. [lpeaynpexpawowme [ENCTBUA  OOSKHbI
COOTBETCTBOBATb CTENeHW BO3AEMCTBUS MOTEHUManbHbIX
npobnem.

Heobxoanmo ycTaHOBUTb AOKYMEHTUPOBAHHYHO
npouenypy, onpegensowyto TpeboBaHms K:

a) onpegeneHnto NoTeHUManbHbIX HECOOTBETCTBUN U X
NPUYUH;

b) oueHke HeobGXxoaMMOCTU OENCTBUIN NO
npeaoTBPAaLLEHUNIO MOBTOPHOrO BO3HUKHOBEHUS
HECOOTBETCTBUM;

C) onpegeneHnto 1 BbIMNOSTHEHNIO HEOBXOANMBIX
[encTeum;

d) [oKymeHTanbHOMY OPOPMIEHUIO Pe3yrbTaToB
npeanpuHATBIX AencTBumn (cm.4.2.4), n

€) aHanuay pe3ynbTaTMBHOCTW NPEeANPUHATHLIX
npeaynpexgarnLmx 4encTBui.

TNMPUMEYAHUE lNpumepbl 803MOXKHbIX
npedynpexdarowux delicmaull eKro4daom yrpaseHue
puckom, 3awumy om owubok, aHanu3 xapakmepa u
rnocrnedcmesutl omkasos (FMEA) u uHgpopmayuro o
rnpobnemax 8 omHoweHUU MPoOyKyuU, Mnocmynuewyr u3
8HEWHUX UCMOYHUKOS.
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SAE AS9100C

BUBNTMOIrPA®UA

AS/EN 9110  Cucmembi MeHedxMeHmMa kadvecmea — TpeboeaHusl K op2aHu3auusimM, npedocmasJssirouum

mexHu4YecKoe o6cny)KueaHue 8 aguayuoHHoOU ompacnu

AS/EN 9120 Cucmembi MeHedXXMeHmMa kadecmea — TpebogaHusi K ducmpubbromopam e aguayuoHHOU,

KocMu4YecKoli u 060pOHHOU ompacu

1SO 9000 Cucmembl MeHeO)XMeHma kadecmea — OCHOBHbIE 10JI0KeHUsI U CJ108apb

I1SO 9001 Cucmembi MeHeO)XMeHmMa kadecmea — TpebogaHus

1SO 9004* YnpaeneHue nocmosiHHOU 3gh¢hekmueHOCMbIO op2aHu3ayuu — [Todxo0 Ha ocHose MeHed)XXMeHma
Kavyecmea

ISO 10007 Cucmembl MeHeO)XXMeHmMa kadyecmea — Pykoeodsiwjue yKka3aHus rno yrnpaesieHuro KoHguaypayuel
ISO 19011 Pykoeodsiujue yka3aHusi no npoeedeHuro ayouma cucmem MeHeO)XMeHma

KayecTBa/3aKonoauyecKko2o MeHeO)XXMeHma
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