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Medical laboratories - Requirements for quality and competence

Contents Page
0T =T o iv
o X0 11T T o v
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 Management requirementrequiremMents ... 6
41 Organizationandmanagement responsibility ..........ccccoiiii 6
4.2 Quality management SYSteM ..o ————— 10

4.3 DocUMENt CONLION ... mnn s e e s nmnnns 13
4.4 Review of contractsService agreements ..........ccccvvrcoceriircccerrnsssrr e 15

4.5 Examination by referral 1aboratories ..o e e e 16
4.6 External services and SUPPHIES ......cocicccccemiiimiiiisccssscerrr s s s ssssss s e e s rsss s s sssmsre e s esssss s ssmnnnesessnssnnnns 17

4.7 AAVISOIY SEIVICES ...coiiiiiiiiiiiiciiirriiisssssssssrre e s e s ssssssssse s e e s e s sasssssmmer e e e essasssassmsnneeeesaassssnmnnneenesanssssnnnns 18

4.8 Resolution of COMPIAINES .......ccceiiiiiiiiccii e e e e s smne e e e e mmnns 18

4.9 Identificationandcontrolofnonconformities ..........ccccccmmiiiiicccircii s 18
4.10 L0y =Y o2 £ LY T £ o o 20
4.11 Preventive @CioN ... e 20
4.12 Continual iIMProvemMeENt ... smn e mnn e e s e 21

413 Quality and technicalControl of records ...........ccccciiinii e ——————— 22
414 InternalEvaluation and audits ... ———— 24
4.15 ManNagemMeENt FEVIEW ...t am s s mme e e s 26
5 Technical reqUIremMENLS ... s s s s s s s 27
5.1 =Y T o 3 T 27
5.2 Accommodation and environmental conditions ... 31

5.3 Laboratory equipment, reagents, and consumables ..........cccceviiiiiciiimnrnnnnns s 33
5.4 Pre-examination procedureSProCeSSES ......ccciimriiiiimmriniimnnisssr s 39
5.5 Examination procedureSProCeSSES .......ccimiiiniirminniemrinsss s 44
5.6 AssuringEnsuring quality of examination proceduresresults ... 48
5.7 Post-examination procedureSProCeSSES ........ccccormiriiiiiiiiissmrrr s mms e s enmnn s 51

5.8 Reporting of results ... —————— 51

5.9 =Y L= T =TT L 54
5.10 Laboratory information management ... 56
Annex A (informative) Correlation with ISO 9001:20002008 and ISO/IEC 17025:2005 ..........cccccccverrrnnee 58
Annex B (informative) Recommendations for protection of laboratory information systems (LIS) .....65
[ T] 0 [T =T ] 13T/ 76



		2026-06-25T08:14:43+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




