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FDA law 21 CFR § 165.110.  

This section establishes a standard of identity and a standard of quality for bottled water. 

Under the standard of identity (165.110[a]), FDA describes bottled water as water that is 

intended for human consumption and that is sealed in bottles or other containers with no 

added ingredients except that it may contain safe and suitable antimicrobial agents. 

Fluoride also may be added within the limits set by the FDA. The name of the food is 

"bottled water" or "drinking water." FDA also has defined various other types of bottled 

water, such as "artesian water," "artesian well water," "ground water," "mineral water," 

"purified water," "sparkling bottled water," and "spring water" (Table 1). Bottled water 

labeled with any of these terms must meet the appropriate definitions under the standard 

of identity or it will be considered misbranded under the FFDCA. For example, a bottle 

labeled as containing "mineral water" must meet Bottled Water Regulation and the FDA the 

following criteria, among others: the water must contain no less than 250 parts per million 

(ppm) total dissolved solids; it must come from a geologically and physically protected 

underground water source; and it must contain no added minerals. "Mineral water" also 

must have a constant level and relative proportions of minerals and trace elements at the 

point of emergence from the source, with due account being taken of natural fluctuation 

cycles.  


