DIN EN ISO 13485:2010-01 (E)

Medical

devices - Quality management systems - Requirements for regulatory

purposes (ISO 13485:2003 + Cor. 1:2009) ( includes Corrigendum AC:2009)

Contents Page
0T =T o 2
0 INErOAUCEION ... 5
0.1 7= o = T 5
0.2 e o XTI T e o] (o T- T o 5
0.3 Relationship with other standards ... ——— 5
0.4 Compatibility with other management systems ..........ccccccimmnri 6
1 £ T o - 6
11 (= 0T - 6
1.2 N 0 o 2= 1 e o 6
2 NOIrMAtive refErEeNCEeS ..o e e n e mnn e s 7
3 Terms and definitioNS ... 7
4 Quality management SYSteM ... 9
4.1 General reqUIrEMENTS .......oooiiiiiiiiir i n e s msn e e e e s e s smmn e e e e e e e s s mnne s eann s nnnns 9
4.2 Documentation reqUIremMEeNts ... 9
5 Management responsibility ..........cccoiin s ————————— 1

5.1 Management COMMILtMENL .........ccciiiiiiiiii 1

5.2 LOTTE=3 Lo 1T g o o 1 1

5.3 L@ 1T T 1§V Yo 1T 11

5.4 e = 10 1 H 12
5.5 Responsibility, authority and communication ... 12
5.6 =T Ve 1= 0 U= o L =7 13
6 LR LY o 10T =30 4 =T T Vo 1= .4 L= o 13
6.1 Provision Of r@SOUICES ... s mnn e e e s e mmm e e e e s mnnns 13
6.2 HUM@N FESOUICES ....eeeiiiiiiiiiieiir e e sssme e se s s s me e e e e e e e e a e amne e e e e e s s e nmmnee s ean s nnnnnns 14
6.3 INFraStrUCTUIe ...... .. s mn s e e e s e smmn e e e e e e e s mnnns 14
6.4 L AT oY Q=T 0LV o T 4 =T o 14
7 Product realization ... —————— 15
71 Planning of product realization ... e 15
7.2 Customer-related PrOCESSES .......cccciriiiiiiiismrire s sssssne e e rs s s s sssn e e e e s es s s s snnne e e e e sassssmnnneeeessnnsnnnns 15
7.3 Design and development ........ ..o 16
7.4 e T T 3 ' 18
7.5 Production and Service ProviSion ... s ss s s ssssssssssssssssss 19
7.6 Control of monitoring and measuring devices ... —————— 22
8 Measurement, analysis and improvement .............. i ——— 22
8.1 =Y T - 22
8.2 Monitoring and measurement ... ————————— 23
8.3 Control of nonconforming product ... ——— 24
8.4 F N B 1Y L3 e - L S 24
8.5 00T o T oY= o 1Y o 25
Annex A (informative) Correspondence between ISO 13485:2003 and ISO 13485:1996 .........ccccceenn..e. 26



Annex B (informative) Explanation of differences between ISO 13485:2003 and 1ISO 9001:2000 ........ 30

Annex ZA (informative) Relationship between this European Standard and the Essential

Requirements of EU Directive 90/385/EEC ... smen e e 62
Annex ZB (informative) Relationship between this European Standard and the Essential

Requirements of EU Directive 93/42/EEC ..........iiiiiiicccierrrere s ssssss s s s sss s ssnsss s s s s sssssssnnnns 63
Annex ZC (informative) Relationship between this European Standard and the Essential

Requirements of EU Directive 98/79/EC ...........ooiimiiiiccccnerersr s sssssssssssssssssssssssessssssssssnnens 64
=1 o7 [T Yo | = T o 17/ 65



		2024-05-07T08:51:12+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




