ISO 15189:2012-11 (E)

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 reqUIremMeNts ... —————— 6

41 Organization and management responsibility ...........ccccoiiiiiminiis 6
4.2 Quality management SYStEM ... ——————— 9

4.3 DocUMENt CONLION ... mnn s e e e e e nmnnns 10

44 RS T=Y Vo= Ve | 7= 5 0= o SRR 1

4.5 Examination by referral 1aboratories ... e e 12

4.6 External services and SUPPHIES ......ooviccccemiiiiiiiiscccsscrree s srsssssssmss s e e s s s sss s ssmsre e e e s sss s s smnnneeeesnssnnnns 12

4.7 AAVISOIY SEIVICES ...ooiiiiiiiiiiiiciiiriiisssssssssnere e s e s ssssssssss s e e s e s ssssssssms s e e e essassssssmsnseeeesaassssnmnnnnenesnnssssnnnnns 13
4.8 Resolution of COMPIAINES ... s s smme e e e e 13
4.9 Identification and control of nonconformities ... 13
4.10 L0y =Y o2 £ Y= T £ o o 14
4.11 Preventive @CioN ...t e 14
4.12 Continual iIMProvemMENt .......... e smn s e mnn e e s nnnns 14
413 (00T 01 oY I o7 8 = oo T ' - 15
414 Evaluation and audits ... ————— 16
4.15 ManagemMeENnt FEVIEW ...t s s nme e 18
5 BLICCYed T T o= TN =T LU ] =] 44 L= o) £ PSP 19
5.1 =Y T o 3 T 19
5.2 Accommodation and environmental conditions ..........ccccccciiiiiin s 21

5.3 Laboratory equipment, reagents, and consumables ..........cccceriiiiiciiimnrnnnnnscsserr e 23
5.4 Pre-examination ProCeSSES ... s e n e 26
5.5 EXamination ProCeSSES ......ccciiiiiiiiiiiiieiriinir i 30
5.6 Ensuring quality of examination results ...........ccccoiiimini 33
5.7 Post-examination ProCesSSes ... s 35
5.8 Reporting of results ... ——————— 35
5.9 =] L= T =TT L 37
5.10 Laboratory information management ..............oo i 38
Annex A (informative) Correlation with ISO 9001:2008 and ISO/IEC 17025:2005 ...........cccceceevmmmreenernnns 40
[ T] 0 [T =T ] 13T/ 50



		2026-04-29T17:48:05+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




