ISO 9001:2015-09 (E)

Quality management systems - Requirements

Contents Page
0T =T o '
Lo Yo 11T T o vi

1 5 o o o - SRS 1

2 NOIrMAtiVe refErEeNCEeS .......coi i e e s e e e e 1

3 TermsanddefinitioNs ... nan 1

4 Context of the organization ..........cccciiiii e ————————— 1

41 Understanding the organization and its context ..........cccccvcminri e ——— 1

4.2 Understanding the needs and expectations of interested parties ...........ccooeieeiimniiiiniicciiicnnns 2
4.3 Determining the scope of the quality management system ..........cccocmiriccimrnncccnnesccce e 2
44 Quality management system and itS ProCesSses ...........ccvvmininmininiinininn 2
5 [IT= = e 1= =] 3T o R SRS 3
5.1 Leadership and commitment ... s e 3
511 =Y o 1= - | 3
51.2 LT3 Lo 4 =T g Yo U N 3
5.2 o T 4
5.2.1 Establishing the quality POlICY ......ccccvciiiiiiiii e —————— 4
5.2.2 Communicating the quality POlICY .....cccccciiiiiiimin e —————— 4
5.3 Organizational roles, responsibilities and authorities ... 4
6 e T T T3 T S 4
6.1 Actions to address risks and opportunities .........cccccccccccrrrrrsrsrssrrs s 4
6.2 Quality objectives and planning to achieve them ... 5
6.3 (g B 0] 0 113 T o3 o7 £ F= T T =SS 5
7 8T 1T o o o 6
71 == o LU oS 6
711 =Y 0 =T o N 6
71.2 = o o [ S 6
71.3 L0 = E53 1 T = S 6
71.4 Environment for the operation of Processes ... ——— 6
71.5 Monitoring and MEaSUINiNG FESOUICES ........cciiiiiicrrmmrmrriiiissmsss s sssss s sassns e s s sa s snmnnsses 7
7.1.6 Organizational KNOWIEAQE .........coccccerirreereiirccrr s e e s s smr e s smn e s smne s s sms e s s smme e e s smme e s sme e e e mmnnnas 7
7.2 (00 4707 =1 o Vo - OSSR 8
7.3 =T =Y =T N 8
7.4 L0 o T3 0T 01U T T 1o o 8
7.5 Documented iNnfOrmation ... e 8
7.51 = 4 =T - | N 8
7.5.2 Creating and updating .........cccceiiiini i ————————— 9
7.5.3 Control of documented iNfOrmation ... e 9
8 (0. o =1 - 1 oY o 9
8.1 Operational planning and CONtrol ... e 9
8.2 Requirements for products and SErviCes ..........ccccciiiiiiicciiimmiinnnnscccssser e sssee e ssmnnes 10
8.21 Customer COMMUNICALION ......cooviiceiiiiiccir e e e e e mn e e smn e e smn e e e s mme e s mme e e mnn s 10
8.2.2 Determining the requirements for products and services ..........cccocccermrriiiicccssceree e 10
8.2.3 Review of the requirements for products and Services .........cccccccvemrrrriinsccccsecerer e 10



8.24 Changes to requirements for products and Services ..........ccocccmriiiiiiiciiecnr s 1
8.3 Design and development of products and services ... e 1
8.3.1 L= o 1= - | 11
8.3.2 Design and development Planning ... 1
8.3.3 Design and development iNPULS ... 1
8.3.4 Design and development CONLrolS .........ccccciiiiiiccicceier e s ssnne e e e e mnnes 12
8.3.5 Design and development OULPULS ........cccccceiiiiiccisiceinr s csccr e sssse e s snme e e e s s mnnes 12
8.3.6 Design and development Changes ... e nnnes 12
8.4 Control of externally provided processes, products and Services ..........cccccccrrrriiiicsssmmnrersisssssssnees 13
8.4.1 L= 0 1= o | 13
8.4.2 Type and extent of CONtrol ... ————— 13
8.4.3 Information for external Providers ... e 13
8.5 Production and Service pProviSion .........cccccccricrirrrrrrrsrssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssnas 14
8.5.1 Control of production and service Provision ...........cccccciiiciiiirirrin s e 14
8.5.2 Identification and traceability .........c.ccooeriieecimi e 14
8.5.3 Property belonging to customers or external providers .........cccccccciicerimrincccccsserr e 15
8.54 g (=TT V£ 1 ) 15
8.5.5 Post-delivery activities .........cccccriiiiicciseciiiri e sse e e n e e 15
8.5.6 Control of ChaNGES ... ———————————————— 15
8.6 Release of products and SErviCes ... 15
8.7 Control of nonconforming outpULS ..........cccccciiiiiii i ————_— 16
9 Performance evaluation ... e 16
9.1 Monitoring, measurement, analysis and evaluation ... 16
9.1.1 L= o 1= - | R 16
9.1.2 Customer satiSfaCtioN ... 17
9.1.3 Analysis and evaluation ... ————————————— 17
9.2 INternal QUAIt ... e 17
9.3 T T =T 1= 0 L= o A oY =SS 18
9.3.1 L= o 1= - | N 18
9.3.2 Management revieWw iNPULS ... 18
9.3.3 Management review OULPULS ..o 18
10 g 0T 0] oY= o T 4 19
10.1 7= T o 19
10.2 Nonconformity and corrective action ... s 19
10.3 Continual iMProvemMENt ........ .. s mn e e e e s e s s amn e e e e e e se s s nmnnneeesannnnn 19
Annex A (informative)Clarificationofnewstructure,terminologyandconcepts .......ccccccceicccicecerennnniinns 21

Annex B (informative) Other International Standards on quality management and quality

management systems developed by ISO/TC 176 .........ccccvriimmriniimniinnnnn e 25

=71 0 [T o =T ] 13T/ 28



		2026-06-14T15:27:24+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




