
10. Surveillance Programmelasures <used by firm andf by r.gulatory authority)

- Sampling and audit proceduras

- Racai monitoring <lncluding effactivomaes conitrois Mid vvrficatios of

procodures)

- Consumer complaiit systmmwocadures

- Adverse reaction reporting systm/procdure

- Drug Product d~fc reporting sYstemlproc$dwum

11. Ouallty Management Syua"s

- Qually mUnagWUfltiassurafle ay8tSItIproeclNs8 t0 ensuwe the ongoi

suftablifty andf effectivenUss of polides, proceduras. gidelnes andf systems

used to achieve the objetivas of the GUP compllance programmne, including

.st@MljNnan of standards mnd annuel audit sndf revi.w.
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