[image: image1.png]Summary of
Nonconformities —
1ISO 15189:2022

Issue No. 1
Revision No. 5
Date: July 2025

F3.34






	Laboratory: 
	Date(s) of Visit:



	MS ISO 15189
Clause No.
	MS ISO 15189:2022 Requirements
	No. of nonconformities

raised during assessment

	
	
	MAJOR
	MINOR

	
	MANAGEMENT REQUIREMENTS

	4.1
	Impartiality
	
	

	4.2
	Confidentiality
	
	

	4.3
	Requirements regarding patients
	
	

	5
	Structural and governance requirements
	
	

	6.7
	Service agreements
	
	

	6.8
	Externally provided products and services
	
	

	7.5
	Non-conforming work
	
	

	7.6
	Control of data and information management
	
	

	7.7
	Complaints
	
	

	7.8
	Continuity and emergency preparedness planning
	
	

	8.1
	General requirements
	
	

	8.2
	Management system documentation
	
	

	8.3
	Control of management system documents
	
	

	8.4
	Control of records
	
	

	8.5
	Actions to address risks and opportunities for improvement
	
	

	8.6
	Improvement
	
	

	8.7
	Non-Conformities and corrective actions
	
	

	8.8
	Evaluations
	
	

	8.9
	Management reviews
	
	

	
	TECHNICAL REQUIREMENTS

	6.2
	Personnel
	
	

	6.3
	Facilities and environmental conditions
	
	

	6.4
	Equipment
	
	

	6.5
	Equipment calibration and metrological traceability
	
	

	6.6
	Reagents and consumables
	
	

	7.2
	Pre-examination processes
	
	

	7.3
	Examination processes
	
	

	7.4
	Post-examination processes
	
	

	R1, R2,

R3, R4
	MAURITAS REGULATIONS


	
	

	The nonconformity/ies raised during the assessment are as a result of limited sampling and therefore it shall not be assumed that other non-conformity/ies do not exist.
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