Food and Drug Administration, HHS

Drug, and Cosmetic Act, just as in the
case of 1l-pound cartons, except that
wrappers on the subdivisions contained
within the retail package shall be ex-
empt from compliance with the re-
quirements of section 403 (e)(1), (2)(2),
(1)(2), and (k) of the act with respect to
the requirements for label declaration
of the name and place of business of
the manufacturer, packer, or dis-
tributor and label declaration of ingre-
dients when (1) the subdivisions are se-
curely enclosed within and are not in-
tended to be separated from the retail
package under conditions of retail sale;
(2) the wrappers on the subdivisions are
labeled with the statement ‘“This Unit
Not Labeled For Retail Sale” in type
size not less than one-sixteenth inch in
height. The word ‘‘Individual” may be
used in lieu of or immediately pre-
ceding the word ‘““‘Retail’’ in the state-
ment.

[42 FR 14477, Mar. 15, 1977, as amended at 46
FR 31005, June 12, 1981; 47 FR 32421, July 27,
1982]

Subpart B—Requirements for
Specific Standardized Margarine

§166.110 Margarine.

(a) Description. Margarine (or oleo-
margarine) is the food in plastic form
or liquid emulsion, containing not less
than 80 percent fat determined by the
method prescribed in ‘‘Official Methods
of Analysis of the Association of Offi-
cial Analytical Chemists,” 13th Ed.
(1980), section 16.206, ‘‘Indirect Meth-
od,” under the heading ‘‘Fat (47)—Offi-
cial Final Action,” which is incor-
porated by reference. Copies may be
obtained from the Association of Offi-
cial Analytical Chemists International,
481 North Frederick Ave., suite 500,
Gaithersburg, MD 20877-2504, or may be
examined at the Office of the Federal
Register, 800 North Capitol Street,
NW., suite 700, Washington, DC. Mar-
garine contains only safe and suitable
ingredients, as defined in §130.3(d) of
this chapter. It is produced from one or
more of the optional ingredients in
paragraph (a)(1) of this section, and one
or more of the optional ingredients in
paragraph (a)(2) of this section, to
which may be added one or more of the
optional ingredients in paragraph (b) of
this section. Margarine contains vita-

§166.110

min A as provided for in paragraph
(a)(3) of this section.

(1) Edible fats and/or oils, or mix-
tures of these, whose origin is vege-
table or rendered animal carcass fats,
or any form of oil from a marine spe-
cies that has been affirmed as GRAS or
listed as a food additive for this use,
any or all of which may have been sub-
jected to an accepted process of
physico-chemical modification. They
may contain small amounts of other
lipids, such as phosphatides or unsa-
ponifiable constituents, and of free
fatty acids naturally present in the fat
or oil.

(2) One or more of the following aque-
ous phase ingredients:

(i) Water and/or milk and/or milk
products.

(ii) Suitable edible protein including,
but not limited to, the liquid, con-
densed, or dry form of whey, whey
modified by the reduction of lactose
and/or minerals, nonlactose containing
whey components, albumin, casein, ca-
seinate, vegetable proteins, or soy pro-
tein isolate, in amounts not greater
than reasonably required to accomplish
the desired effect.

(iii) Any mixture of two or more of
the articles named under paragraphs
(a)(2) (i) and (ii) of this section.

(iv) The ingredients in paragraphs
(a)(2) (1), (ii), and (iii) of this section
shall be pasteurized and then may be
subjected to the action of harmless
bacterial starters. One or more of the
articles designated in paragraphs (a)(2)
(i), (ii), and (iii) of this section is inti-
mately mixed with the edible fat and/or
ingredients to form a solidified or lig-
uid emulsion.

(3) Vitamin A in such quantity that
the finished margarine contains not
less than 15,000 international units per
pound.

(b) Optional ingredients. (1) Vitamin D
in such quantity that the finished oleo-
margarine contains not less than 1,500
international units of vitamin D per
pound.

(2) Salt (sodium chloride); potassium
chloride for dietary margarine or oleo-
margarine.

(3) Nutritive carbohydrate
eners.

(4) Emulsifiers.

sweet-
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(5) Preservatives including but not
limited to the following within these
maximum amounts in percent by
weight of the finished food: Sorbic
acid, benzoic acid and their sodium, po-
tassium, and calcium salts, individ-
ually, 0.1 percent, or in combination,
0.2 percent, expressed as the acids; cal-
cium disodium EDTA, 0.0075 percent;
propyl, octyl, and dodecyl gallates,
BHT, BHA, ascorbyl palmitate,
ascorbyl stearate, all individually or in
combination, 0.02 percent; stearyl cit-
rate, 0.15 percent; isopropyl citrate
mixture, 0.02 percent.

(6) Color additives. For the purpose of
this subparagraph, provitamin A (beta-
carotene) shall be deemed to be a color
additive.

(7) Flavoring substances. If the fla-
voring ingredients impart to the food a
flavor other than in semblance of but-
ter, the characterizing flavor shall be
declared as part of the name of the food
in accordance with §101.22 of this chap-
ter.

(8) Acidulants.

(9) Alkalizers.

(c) Nomenclature. The name of the
food for which a definition and stand-
ard of identity are prescribed in this
section is ‘‘margarine’” or ‘‘oleo-
margarine’’.

(d) 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. For the purposes of
this section the use of the term ‘“‘milk”
unqualified means milk from cows. If
any milk other than cow’s milk is used
in whole or in part, the animal source
shall be identified in conjunction with
the word milk in the ingredient state-
ment. Colored margarine shall be sub-
ject to the provisions of section 407 of
the Federal Food, Drug, and Cosmetic
Act as amended.

[42 FR 14478, Mar. 15, 1977, as amended at 47
FR 11834, Mar. 19, 1982; 48 FR 13024, Mar. 29,
1983; 49 FR 10103, Mar. 19, 1984; 54 FR 24896,
June 12, 1989; 58 FR 2886, Jan. 6, 1993; 58 FR
21649, Apr. 23, 1993; 59 FR 26939, May 25, 1994;
63 FR 14035, Mar. 24, 1998]

PART 168—SWEETENERS AND TABLE
SIRUPS

Subpart A [Reserved]

21 CFR Ch. | (4-1-01 Edition)

Subpart B—Requirements for Specific
Standardized Sweeteners and Table Sirups

Sec.

168.110
168.111
168.120
168.121
168.122
168.130
168.140
168.160
168.180

AUTHORITY: 21 U.S.C. 321, 341, 343, 348, 371,
379%.

SOURCE: 42 FR 14479, Mar. 15, 1977, unless
otherwise noted.

Dextrose anhydrous.
Dextrose monohydrate.
Glucose sirup.

Dried glucose sirup.
Lactose.

Cane sirup.

Maple sirup.

Sorghum sirup.

Table sirup.

Subpart A [Reserved]

Subpart B—Requirements for Spe-
cific Standardized Sweeteners
and Table Sirups

§168.110 Dextrose anhydrous.

(a) Dextrose anhydrous is purified
and crystallized D-glucose without
water of crystallization and conforms
to the specifications of §168.111, except
that the total solids content is not less
than 98.0 percent m/m.

(b) The name of the food is ‘‘Dextrose
anhydrous” or ‘‘Anhydrous dextrose”
or alternatively, *¢ ] sugar anhy-
drous” or ‘‘Anhydrous sugar’’, with the
blank to be filled with the name of the
food source, for example, ‘“‘Corn sugar
anhydrous”.

[42 FR 14479, Mar. 15, 1977, as amended at 58
FR 2886, Jan. 6, 1993]

§168.111 Dextrose monohydrate.

(a) Dextrose monohydrate is purified
and crystallized D-glucose containing
one molecule of water of crystalliza-
tion with each molecule of D-glucose.

(b) The food shall meet the following
specifications:

(1) The total solids content is not less
than 90.0 percent mass/mass (m/m), and
the reducing sugar content (dextrose
equivalent), expressed as D-glucose, is
not less than 99.5 percent m/m cal-
culated on a dry basis.

(2) The sulfated ash content is not
more than 0.25 percent m/m (calculated
on a dry basis), and the sulfur dioxide
content is not more than 20 mg/kg.
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