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* Validation of computerised systems S omolS 6l i Sy liie]
* System life cycle (! 50E A
o The “V model”
o Software development P EPE R W)
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o Responsibilities L Culgumo
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* System classification according to ISPE GAMP
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* Operation of computerised systems S romolS 6l o 51 (5,15 50 0 0
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o Standard operating procedures (SOPS)
o Access and security Copoly ow pmd
o Data backup and archiving £ bbib%ﬁ),g ‘_5;.35 ‘_,M
o Change management and error reporting 1278 U’S),}fs M’ S o
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