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Deliverable

Reviewed/Verified

Facility

Verify procedures and records for:
[ Cleaning of the facility (route and product changeover)
] Differential air pressures
O Flow of personnel, product, raw material and waste
[ Building alarm systems (including temperature controlled areas)
[] Pest control program

Initial/Date:

Conduct the following area walk through:
1 warehouse for raw materials and packaging components
[ Storage area for drug substance
] Warehouse for intermediate and finished products
[ Components and materials preparation areas
] Visual Inspection area
[] Bulk packaging area

Initial/Date:

Environmental Monitoring
(EM)Program

Verify procedures and recording for EM

Initial/Date:

Verify EM trend data for the manufacturing areas (if possible, three months of data prior to
GMP runs should be reviewed).

Initial/Date:

Utilities

A b

« MWERGMPRIS

Verify validation of:
[ Pure steam systems
L] Water systems
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