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1. Your firm failed to exercise appropriate controls over computer or related 
systems to assure that only authorized personnel institute changes in master 
production and control records, or other records (21 CFR 211.68(b)) 



1. Your firm failed to ensure that laboratory records included complete data 
derived from all tests necessary to assure compliance with established 
specifications and standards (21 CFR 211.194(a)).

2. Your firm failed to exercise appropriate controls over computer or related 
systems to assure that only authorized personnel institute changes in master 
production and control records, or other records (21 CFR 211.68(b))



3. Your firm failed to follow written procedures for production and process control 
designed to assure that the drug products you manufacture have the identity, strength, 
quality, and purity they purport or are represented to possess, and to document same at 
the time of performance (21 CFR 211.100(b))




