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which are not food additives as defined
in section 201(s) of the Federal Food,
Drug, and Cosmetic Act (the act), or if
they are food additives as so defined,
they are used in conformity with regu-
lations established pursuant to section
409 of the act. Seasoning and stabi-
lizing ingredients that perform a useful
function are regarded as suitable, ex-
cept that artificial flavorings, artifi-
cial sweeteners, chemical preserva-
tives, and color additives are not suit-
able ingredients in peanut butter. Oil
products used as optional stabilizing
ingredients shall be hydrogenated veg-
etable oils. For the purposes of this
section, hydrogenated vegetable oil
shall be considered to include partially
hydrogenated vegetable oil.

(d) If peanut butter is prepared from
unblanched peanuts as specified in
paragraph (b)(2) of this section, the
name shall show that fact by some
such statement as ‘‘prepared from
unblanched peanuts (skins left on).’’
Such statement shall appear promi-
nently and conspicuously and shall be
in type of the same style and not less
than half of the point size of that used
for the words ‘‘peanut butter.’’ This
statement shall immediately precede
or follow the words ‘‘peanut butter,’’
without intervening written, printed,
or graphic matter.

(e) Label declaration. Each of the in-
gredients used in the food shall be de-
clared on the label as required by the
applicable sections of parts 101 and 130
of this chapter.

[42 FR 14475, Mar. 15, 1977, as amended at 47
FR 11834, Mar. 19, 1982; 49 FR 10103, Mar. 19,
1984; 54 FR 24896, June 12, 1989; 58 FR 2886,
Jan. 6, 1993; 61 FR 9325, Mar. 8, 1996; 63 FR
14035, Mar. 24, 1998]
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Subpart A—General Provisions

§ 165.3 Definitions.
(a) A lot is:
(1) For purposes of determining qual-

ity factors related to manufacture,
processing, or packing, a collection of
primary containers or units of the
same size, type, and style produced
under conditions as nearly uniform as
possible and usually designated by a
common container code or marking, or
in the absence of any common con-
tainer code or marking, a day’s produc-
tion.

(2) For purposes of determining qual-
ity factors related to distribution and
storage, a collection of primary con-
tainers or units transported, stored, or
held under conditions as nearly uni-
form as possible.

(b) A sample consists of 10 subsamples
(consumer units), one taken from each
of 10 different randomly chosen ship-
ping cases to be representative of a
given lot, unless otherwise specified in
a specific standard in this part.

(c) An analytical unit is the portion(s)
of food taken from a subsample of a
sample for the purpose of analysis.

Subpart B—Requirements for
Specific Standardized Beverages

§ 165.110 Bottled water.
(a) Identity—(1) Description. Bottled

water is water that is intended for
human consumption and that is sealed
in bottles or other containers with no
added ingredients except that it may
optionally contain safe and suitable
antimicrobial agents. Fluoride may be
optionally added within the limitations
established in § 165.110(b)(4)(ii). Bottled
water may be used as an ingredient in
beverages (e.g., diluted juices, flavored
bottled waters). It does not include
those food ingredients that are de-
clared in ingredient labeling as
‘‘water,’’ ‘‘carbonated water,’’ ‘‘dis-
infected water,’’ ‘‘filtered water,’’
‘‘seltzer water,’’ ‘‘soda water,’’ ‘‘spar-
kling water,’’ and ‘‘tonic water.’’ The
processing and bottling of bottled
water shall comply with applicable reg-
ulations in part 129 of this chapter.

(2) Nomenclature. The name of the
food is ‘‘bottled water,’’ ‘‘drinking
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