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management systems - Requirements for product and service supply or ganizations

Contents Page
0T =T o '
L Yo 11T o vi
1 £ T o o1 1
2 Normative referenCes ... s 1
3 Terms and definitioNs ... s 2
4 Context of the organization ... s 3
4.1 Understanding the organization and its context ... 3
4.2 Understanding the needs and expectations of interested parties ........ccccceceevecerrriiiiccccccneennns 4
4.3 Determining the scope of the quality management system ..........cccccccmmririirccccsecereee s ssneenes 4
4.4 Quality management system and itS ProCesSes ........ccccciririiniriicssrr s 5
5 = T L= =] 3T« 6
5.1 Leadership and commitment ... —————_— 6
511 (€7 4 =T - T 6
5.1.2 LT =3 oY 4 =T g Yo 1 =N 7
5.2 o S 7
5.21 Establishing the quality POlICY ... 7
5.2.2 Communicating the quality POLICY ......ccccciriiiieir e 7
5.3 Organizational roles, responsibilities and authorities .........cccccccemmiiiiiccccc s 8
6 [ 10T 113V PSP 8
6.1 Actions to address risks and opportunities ... ——————— 8
6.2 Quality objectives and planning to achieve them ..., 10
6.3 Planning of Changes ... ————— 10
7 8T 1T o T o 1
71 =T 0T T T o= 1
711 7= 1= - | R 11
71.2 o= o ] 1S 1
713 L0 = T3 0T 0 11
71.4 Environment for the operation of ProCesSes .......ccccoiiiiiiiimriin s ccsseerr e 12
7.1.5 Monitoring and MEAaSUINiNG FESOUICES ......cccuiiiiiicissssmererriissssssssmeressssssssssssmsesssssssssssssnnssssssssssssnnns 13
7.1.6 Organizational KNOWIEAJE ..........cceiiiiiiiicccieciir i cccsssces e s s sss s sssss s e e s s s smsnn e e e e s sn s s s smmn e e e ensnnssnnnns 14
7.2 L0 o 5 0T 0T =T o ¥ 14
7.3 T 1 =Y 4 =Y 15
7.4 L0 4T3 0 11T T 2= 1 e o 15
7.5 Documented infOrmation ...t s 16
7.51 1.7 4 =T - | 16
7.5.2 Creating and UPAating .......coccooiiiice e e e 16
7.5.3 Control of documented iNfOrMation ... e 17
8 £ o 7= -1 1 e o SRR 18
8.1 Operational planning and CONIOl ... e ss e mne e e e e s s e nnnns 18
8.2 Requirements for products and SErviCes .........cccccciiiiiicccismmrrennissscsssssees s sssssess e e ssssssssmnenes 19
8.21 Customer COMMUNICALION ... nr e mn e e e s s e mmen e e e e s s s nnnns 19
8.2.2 Determining the requirements for products and Services .........ccccevvrmriiiiiicccssrrree s 19



8.2.3 Review of the requirements for products and services ..........cccciriiciiiniicc 20
8.24 Changes to requirements for products and Services ...........cooocmrriiiiiiciisnnrscccceree s 20
8.3 Design and development of products and services ... 21
8.3.1 (€7 4 =T - T 21
8.3.2 Design and development Planning ... 21
8.3.3 Design and development iNPULS ... 22
8.34 Design and development CONtrols ... 22
8.3.5 Design and development OULPULS ........ccccceiiiiiiccicscemeniii e s e s ss s ssssse s e e e s s smmne e e e e s snsssmmnnes 23
8.3.6 Design and development Changes ........ccccviiiicccciciinniin s snn e e e e s s e 23
8.4 Control of externally provided processes, products and ServiCes ..........cccccccrrrrriiicssssmnrersisssssssanens 24
8.4.1 (€71 4 =T - T 24
8.4.2 Type and extent of CONtrol ... —————— 24
8.4.3 Information for external Providers ... e 25
8.5 Production and Service ProViSion ... s smn s e 26
8.5.1 Control of production and service Provision ...........cccccciiiccicisnrein s 26
8.5.2 Identification and traceability ...........ccccoocerireeci i 27
8.5.3 Property belonging to customers or external providers ............cocceiimminniccinn e 27
8.54 PresServation ... 27
8.5.5 Post-delivery activities .........ccccccriiiiiiiiccieiir s nmnnes 28
8.5.6 L0107 011 oY I o3 o1 3 F= 1 s Vo 1= 28
8.6 Release of products and SErviCes ... 29
8.7 Control of nonconforming outputs ..o ————— 29
9 Performance evaluation ... e 30
9.1 Monitoring, measurement, analysis and evaluation ...........cccocvvcmiiiiicn 30
9.1.1 (€7 4 =T - T 30
9.1.2 Customer satiSfaCtion .........occcciiiice e 30
9.1.3 Analysis and evaluation ... ————————————— 31
9.2 Internal Uit ... e 32
9.3 1B T E= T 1= 4 a =T 0 A =Y =) S 32
9.3.1 1= 3T 32
9.3.2 Management review iNPULS ... 33
9.3.3 Management review OULPULS ........ccoiiiiiiiiin i 33
10 L0 0T 0] (oY= o T 4 34
10.1 7= T - 34
10.2 Nonconformity and corrective action ..........ccccvcvimiini s ——————— 34
10.3 Continual iMProvemMeENt ... ss e sn s e e e e s s s s smne e e e e e e s e s nmnn e e e eesannnnn 35
Annex A (informative) Clarification of new structure, terminology and concepts .........ccccccvieiccierincnnes 36

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

management systems developed by ISO/TC 176 ......cccccceveecciiemmeernissscsseeeee e ssssseeeeeesssnnnns 41

Annex C (informative) Risk and opportunity management and conformity assessment processes .. 45

=70 o [T - o )/ 51



		2024-05-08T06:53:06+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




