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Abstract: The generic drug consistency evaluation is the focus of pharmaceutical industry and drug regulatory authorities for the
current and future period, while reference drug selection is the key starting point and rate-limiting step of consistency evaluation
work, which seriously affects the direction and progress of generic drug consistency evaluation. Author participated in the work of
the "Reference Drug Selection Project Team" of SFDA Generic Drugs Consistency Evaluation Office, now taking the Active
Pharmaceutical Ingredient "Diphenhydramine" as an example, using various network information means to search for the original
research information, US and Japan reference drug information and European marketing information of the product, then according
to the principle of reference drugs selection in China, it is recommended that diphenhydramine hydrochloride tablets 25 mg is the
holder of Johnson & Johnson Consumer Inc., McNeil Consumer Healthcare Division with the same dosage form specification as
reference durg. Based on above, this article summary the specific search methods of the original research and reference drugs etc.
related information, to provide reference for the selection of reference drug in the generic drug consistency evaluation.
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Table 1 Domestic approval of diphenhydramine
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Table 2 Collection of diphenhydramine reference preparations in the United States
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Table 3 Reference preparation of diphenhydramine in Japanese Orange Book
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Table 4 Listing of diphenhydramine in Europe
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