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FDA expects that all data be reliable and accurate (see the ?Background? section). CGMP
regulations and guidance allow for flexible and risk-based strategies to prevent and detect data
integrity issues. Firms should implement meaningful and effective strategies to manage their data
integrity risks based on their process understanding and knowledge management of technologies
and business models.
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Gissi hf rosuvastatin 10mg @ 2019 According to section 501(a)(2)(B) of the FD&C Act, a drug
shall be deemed adulterated if ?the methods used in, or the facilities or controls used for, its
manufacture, processing, packing, or holding do not conform to or are not operated or administered
in conformity with current good manufacturing practice to assure that such drug meets the
requirement of the act as to safety and has the identity and strength, and meets the quality and
purity characteristics, which it purports or is represented to possess.?

