
481—554.2(155A) Compliance with federal laws and regulations. 
554.2(1) Distribution of finished drug products. Licensees will comply with applicable federal laws 

and regulations relating to the distribution of products as defined in 21 U.S.C. §360eee. 21 U.S.C. Chapter 
9, Subchapter V, Part H, as enacted November 27, 2013, is incorporated herein by reference.

554.2(2) Distribution of compounded preparations. Licensees will comply with applicable federal 
laws and regulations relating to the distribution of compounded preparations as found in 21 U.S.C. §353b 
(Food, Drug, and Cosmetic Act §503B), as enacted November 27, 2013.
[ARC 9340C, IAB 6/11/25, effective 7/16/25; see Delay note at end of chapter]
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