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	INSTALLATION QUALIFICATION

	SYSTEEM
	

	DOCUMENT NR
	


	Referred Documents

	Name document:
	Document number:

	· SOP System Validation

· User Requirement Specification (URS)
	

	· Functional Requirements
	


Approval of IQ tests (before executing the tests)
	
	Function
	Name
	Date
	Signature

	Author
	
	
	
	

	Approved
	Project Leader

	
	
	

	Approved
	QA

	
	
	


Verification after executing IQ tests
	Conclusion of Operational Qualification

	☐
	Installation Qualification (Including Retests if applicable) performed successfully  

	☐
	Installation Qualification Performed successfully with deviations to the URS and/or FS

Deviations to be listed and described in the Validation Report


	
	Function
	Name
	Date
	Signature

	Performed By
	
	
	
	

	Tested by
	
	
	
	


	1. Identificatie van de software

	Name and version
	

	

	2 Location of the software

	Where is it installed?

	On local system (PC/Laptop/…)  ☐
	Device nummer: 

	Will this system be linked to a network? ☐
	Comment:


	On server ☐
	Server: 

	

	3 Data Storage

	Where will the data generated by this software be stored?

	On local system (PC, ..)  ☐
	Location pad: 

	On network ☐
	Location pad:

	On server     ☐
	Name server:

	

	4 Documentation

	Is there a user manual for this software available?
	OK ☐
NOK ☐
	Comment

	Where is the user manual stored?
	


	5 Verification of system requirements

	The system requirements for the software (see manual) matches specifications of the system (pc/server,..)
	OK ☐
NOK ☐
	Comment:

	System requirements:



	Is/was OQ done on this system or on a different environment (eg pc of programmer, …)
	Same system ☐
Different system ☐
	If different, specify reason:



	If different system:

The system requirements for the software (see manual) matches specifications of the test environment for OQ (pc/server,..)
	OK ☐
NOK ☐
	Comment:

	

	6 Installation of hardware

	Follow instructions for installing and connecting of hardware, printers, network,… 

(If necessary  include a flowchart of how different hardware components interact )


	Flowchart
	appendix:


	OK ☐
NOK ☐
	comment

	All hardware was installed correctly as indicated by the supplier?
	Appendix:


	OK ☐
NOK ☐
	comment


	

	7 Installation of the software

	Follow instructions for installment of the software. 

If necessary specify the different steps during the installation

	Steps 
	appendix:


	OK ☐
NOK ☐
	comment

	All hardware was installed correctly as indicated by the supplier?
	Appendix:


	OK ☐
NOK ☐
	comment

	

	8 Verification of installation

	Tests performed to verify if installation was done correctly

	
	Bijlage:


	OK ☐
NOK ☐
	Opmerking:

	
	Bijlage:


	OK ☐
NOK ☐
	Opmerking:

	

	9 Software Settings

	Document the different settings for configuration of the software. This will help to reinstall at later stage if needed.
(This can be added in appendix or descibed below)

	Configuratie instellingen:



	

	10 Security

	Describe briefly the different security levels of the installed version of the software. Usually access to input screen or functionalities can be preset for different users. Specify the different userroles.

	Description of the security levels and userroles



	11 Verify security

	Create a test script to validate the installed security levels (How to fill in the below table see OQ template)


	IQ

nr
	DESCRIPTION
	RESULT
	PROOF
	DEVIATION
	Evaluation

(Pass/Fail)

	1
	
	OK ☒
NOK ☐
	
	
	

	2
	
	OK ☐
NOK ☒
	
	
	

	3
	
	OK ☐
NOK ☐
	
	
	

	
	
	OK ☐
NOK ☐
	
	
	

	
	
	OK ☐
NOK ☐
	
	
	

	
	
	OK ☐
NOK ☐
	
	
	


	12 Back-up / Restore
If data are stored on a server and backup procedure was already described step 12 and 13 are not needed if referenced

	Describe the backup and restore procedure for the software and data:




	13 Verify back-up / Restore
Create a test script to validate the backup and restore procedure (How to fill in the below table see OQ template)



	IQ

nr
	DESCRIPTION
	RESULT
	PROOF
	DEVIATION
	Evaluation

(Pass/Fail)

	1
	
	OK ☒
NOK ☐
	
	
	

	2
	
	OK ☐
NOK ☒
	
	
	

	3
	
	OK ☐
NOK ☐
	
	
	


	14 Procedure 

	A procedure how to use the software was created
	OK ☐
NOK ☐ NA ☐
	Document nummer:


	

	Remarks on Installation Qualification:
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