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1 ANWENDUNGSBEREICH

Diese SOP gilt fur alle Computersysteme, die als GCP relevant eingestuft wurden.

2 VERANTWORTLICHKEITEN

Fachexperte (FE): Der Fachexperte/Endnutzer hat die Verantwortung.

Systeminhaber (Sl): Verantwortlich fiir den validen Betrieb des gesamten IT Lebenszyklus,

die Uberpriifung der Vollstindigkeit der Dokumentation und fiir die Freigabe des
Gesamtsystems.

Prozessinhaber (Pl): Person mit Gesamtverantwortung fiir den Betrieb der Einrichtung.

Erteilt finale Freigabe fiir den Systembetrieb.

QS — Die Qualitatssicherung (QS) ist verantwortlich ... for reviewing and approving the OQ for
completeness and conformance to this SOP.

3 PROZESSBESCHREIBUNG

The main purpose of the operational qualification is to verify and document that all the
requirements set forth in the FRS have been implemented and function correctly per
intended use.

Recommended OQ Test Cases for Automation Systems:

= Verification that all relevant system diagnostics tests have been successfully
completed

= Verification of failure recovery (including power, communications, instrument air,
etc.)

= Testing for RFl/ EMI interference (use of radios and portable tools in the vicinity of
the system)

= Verification that all security requirements for the system have been properly
implemented

= Verification that all alarms function correctly

= Verification that all functions defined in the IRS have been properly implemented

= Verification that all interlocks defined in the FRS have been properly implemented
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Verification that all graphics and user interfaces have been properly implemented
(test both normal and incorrect user entries)

Verification that all interfaces to other systems have been properly implemented
Verification that all reports have been properly implemented

Verification that electronic signatures have been properly implemented (where used)
Verification that the system meets all performance requirements listed in the FRS

Recommended OQ Test Cases for Information Systems:

Verification that all relevant system diagnostics tests have been successfully
completed

Verification of failure recovery (including power, communications, network, etc.)
Testing for RFI/ EMI interference (use of radios and portable tools in the vicinity of
the system)

Verification that all security requirements for the system have been properly
implemented

Verification that all error messages defined in the FRS have been properly
implemented

Verification that all functions defined in the FRS have been properly implemented
Verification that all graphics and user interfaces have been properly implemented
(test both normal and incorrect user entries)

Verification that all networks and interfaces to other systems have been properly
implemented

Verification that all reports have been properly implemented

Verification that electronic signatures have been properly implemented (where used)
Verification that the system meets all performance requirements listed in the FRS

Other important points about the Operational Qualification:

The 0Q should be largely based on the FRS.

A review should be conducted to ensure that all requirements listed in the FRS have

been tested in the OQ.

System must be under a formal configuration management program prior to execution

of OQ.

Verify that no calibrations will expire during OQ execution.
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