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	Case No: 1)
	-

	
	
	Case Manager: 1)
	



	Required Documents and Records for Submission

	for the accreditation as a medical testing laboratory according to


 FORMCHECKBOX 
 DIN EN ISO/IEC 17025

 FORMCHECKBOX 
 DIN EN ISO 15189 2)
	


	If applicable 
where in the QM
	

	1. Quality manual (QM)

	
	 FORMCHECKBOX 
*

	
	
	

	2. List of standard operating procedures (SOPs) with revision status
	
	 FORMCHECKBOX 
*

	
	
	

	3. List of work instructions with revision status
	
	 FORMCHECKBOX 
*

	
	
	

	4. List of test methods with revision status
	
	 FORMCHECKBOX 
*

	
	
	

	5. Functions and technical scope of the testing laboratory

	
	 FORMCHECKBOX 
*

	
	
	

	6. Proof of organization, ownership and legal entity
	
	

	
(e. g. extract from a registered statement) 
	
	 FORMCHECKBOX 
*

	
	
	

	7. Proof of third party liability insurance
	
	 FORMCHECKBOX 
*

	
	
	

	8. Independence and impartiality declaration
	
	

	
of the top management
	
	 FORMCHECKBOX 
*

	
	
	

	9. Staff declaration of confidentiality or evidence of such 
	
	 FORMCHECKBOX 
*

	
	
	

	10. Organizational chart
	
	 FORMCHECKBOX 
*

	
	
	

	11. List of employees stating their qualification / professional training /
	
	 FORMCHECKBOX 
*

	employment period 
	
	

	
	
	

	12. Evidence of qualification of the head, technical manager
	
	

	
and their deputies
	
	 FORMCHECKBOX 
*

	
	
	

	13. List of staff members who are approved signatories of test reports
	
	

	
(incl. samplers) stating the testing fields / investigation areas
	
	 FORMCHECKBOX 
*

	and specimen samples
	
	

	
	
	

	14. Evidence of qualification of the staff members

	
	

	
who are approved signatories
	
	 FORMCHECKBOX 
*

	
	
	

	15. Copy of at least one original version of test report and finding
	
	

	
report respectively for each testing field scheduled for accreditation
	
	 FORMCHECKBOX 
*

	
	
	

	16. Documentation of in-house methods of tests
	
	

	
and their validation
	
	 FORMCHECKBOX 
*

	
	
	

	17. If applicable, list of reference materials in use
	
	 FORMCHECKBOX 
*

	
	
	


	
	
	

	18. Information on the participation in proficiency tests such as
	
	

	
interlaboratory comparisons stating the date, organizer, parameters, 
	
	

	
matrix, results, conclusions in tabular form
	
	 FORMCHECKBOX 
*

	
	
	

	19. List of equipment items with in-house registry
	
	

	
(if applicable, agreements for licence equipment)
	
	 FORMCHECKBOX 
*

	
	
	

	20. Site plan showing the testing areas
	
	 FORMCHECKBOX 
*

	
	
	

	21. Requirements for handling the above mentioned documents/records, 
	
	

	
when out-dated or replaced by others

	
	

	
(destruction or return by DGA) 
	
	 FORMCHECKBOX 
*

	
	
	

	22. Cross-reference-details in the proforma document

	
	

	“CH-ML-15189” see column “Observations”
	
	 FORMCHECKBOX 
*

	
	
	

	23. Cross-reference-details in the proforma document

	
	

	“CH-BT-17025” see column “Documented in”
	
	

	
	
	 FORMCHECKBOX 
*

	
	
	


	
Place, Date.............................................
............................................................................


Signature of the Lead Assessor




............................................................................

Name in print




*) The Lead Assessor confirms the receipt of evidence/documents by ticking off the respective items. In each accreditation and reaccreditation, this confirmation is to be handed over to the case manager by sending the signed original version. The listed documents have to be up-dated in each assessment.

1) Will be entered by DGA
2) Please cross accordingly
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