QAbaseline™

Electronic File modification Tracker

Are You Compliant?

FDA Regulative, CFR Title 21 Subpart J
Records and Reports, §211.184 Component, drug
product container, closure, and labeling records.
These records shall include the following:

(c) An individual inventory record of each component,
drug product container, and closure and, for each
component, a reconciliation of the use of each lot of
such component. The inventory record shall contain
sufficient information to allow determination of any

batch or lot of drug product associated with the use of

each component, drug product container, and closure.
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