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Laboratory __________________________________________________________________
_____________________________________________________________________________
	No.
	Documents to be submitted to the Bureau:
	date
	signature

	1. 
	Survey form F.003 Information on the laboratory (printout and electronic version)
	
	

	2. 
	Laboratory regulation

	
	

	3. 
	Articles of Incorporation / Regulation of the superior organization (legal entity) 
	
	

	4. 
	Accreditation scope (see: LATAK-D.004) (scope printout and electronic version)
	
	

	5. 
	Laboratory location plan

	
	

	6. 
	Copy of quality handbook (according to LVS EN ISO 15189:2013)
	
	

	7. 
	List of regulatory documents, which refer to laboratory activity
	
	


Required information, which shall be included in the quality handbook or its annexes according to standard LVS EN ISO 15189:2013
	Reference to standard
	Standard requirement
	See QHB
	Adopted

	4.
	Requirements for management
	
	

	4.1.
	Organisation and management 
	
	

	4.2.
	Quality management system
	
	

	4.3.
	Management of documents
	
	

	4.4.
	Contracts on services
	
	

	4.5.
	Investigation in authorized laboratories
	
	

	4.6.
	External services and supplies  
	
	

	4.7.
	Advisory services
	
	

	4.8.
	Examination of complaints
	
	

	4.9.
	Identification and management of non-conformities
	
	

	4.10.
	Corrective action
	
	

	4.11.
	Preventive action
	
	

	4.12.
	Continuous improvement 
	
	

	4.13.
	Management of protocols 
	
	

	4.14.
	Assessment and audits
	
	

	4.15.
	Management review
	
	

	5.
	Technical requirements
	
	

	5.1.
	Personnel
	
	

	5.2.
	Premise and environmental conditions
	
	

	5.3.
	Laboratory equipment, reagents and accessories 
	
	

	5.4.
	Pre-investigation processes
	
	

	5.5.
	Investigation process 
	
	

	5.6.
	Ensuring of quality of investigation results
	
	

	5.7.
	Post-investigation processes
	
	

	5.8.
	Reporting of results 
	
	

	5.9.
	Issuing of results
	
	

	5.10.
	Management of laboratory information
	
	


Additional documents:
	No.
	Reference to standard
	Standard requirement
	See QHB
	Adopted

	1. 
	4.1.
	Structural scheme of superior organization
	
	

	2. 
	4.1.
	Structural scheme of laboratory
	
	

	3. 
	4.3.
	List of procedures
	
	

	4. 
	4.3.
	List of instructions
	
	

	5. 
	4.14.
	Programme of internal audits
	
	

	6. 
	4.14.
	Summary of performed internal audits
	
	

	7. 
	4.14.
	Information summary on quality indicators
	
	

	8. 
	4.15.
	Management review
	
	

	9. 
	5.1.
	List of personnel, its education, qualification, experience, authorization (form F.059)
	
	

	10. 
	5.2.
	Plan of laboratory premises
	
	

	11. 
	5.3.
	List of equipment, calibration programme and status (form F.060)
	
	

	12. 
	5.3.
	List of reference materials/ Calibrators/ Calibration benchmarks (form F.046)
	
	

	13. 
	5.6.
	Review of interlaboratory comparison of results (form F.045)
	
	

	14. 
	5.8.
	Samples of investigation results reviews 
	
	


List of procedures to be submitted (in QHB or its annexes)
	No.
	Reference to standard
	Standard requirement
	See QHB
	Adopted

	1.
	4.3.
	Document management procedure
	
	

	2.
	4.4. 
	Procedure for conclusion and review of service agreements
	
	

	3.
	4.5.
	Procedure for selection and assessment of authorized laboratories and consultants
	
	

	4.
	4.6.
	Procedure for external services and supplies
	
	

	5.
	4.8.
	Procedure for examination of complaints and feedback
	
	

	6.
	4.9.
	Procedure for identification and management of non-conformities
	
	

	7.
	4.10.
	Procedure for corrective actions
	
	

	8.
	4.11.
	Procedure for preventive actions
	
	

	9.
	4.13.
	Procedure for protocol management
	
	

	10.
	4.14. 
	Procedure for internal audits
	
	

	11.
	5.1.
	Procedure/s for personnel management
	
	

	12.
	5.3.1.
	Procedure/s for selection, acquisition, management (including calibration) and safe operation of equipment 
	
	

	13.
	5.3.2.
	Procedure for receipt, storage, inspection of receipt of reagents and accessories, and inventory management
	
	

	14.
	5.4.1.
	Procedure/s for pre-investigation activities to ensure validity of investigation results
	
	

	15.
	5.4.3.
	Procedure concerning oral investigation requests
	
	

	16.
	5.4.4.
	Procedure for correct taking of initial samples and dealing with them
	
	

	17.
	5.4.5.
	Procedure for supervision of sample transportation
	
	

	18.
	5.5.1.
	Procedure/s for verification and validation of investigation procedures
	
	

	19.
	5.5.3.
	List of investigation procedures
	
	

	20.
	5.6.2.
	Quality control procedure
	
	

	21.
	5.6.3.
	Procedure for participation in interlaboratory comparison
	
	

	22.
	5.7.2.
	Procedure for storage, recovery and disposal of clinical samples
	
	

	23.
	5.9.1.
	Procedure for issuing of investigation results
	
	

	24.
	5.9.2.
	Procedure for automated selection and reporting of results (if applicable)
	
	

	25.
	5.10.
	Procedure for ensuring of patient's confidential information
	
	


	Application registration No. and date
	
	
	


______________________   
______________________
 signature               
              name, surname
Registration No. LATAK - ___ - ________

_______________________
date
_______________________
________________________

signature
name, surname
Registration sheet of documents submitted to LATAK
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