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240 mL, excluding fruit juice drinks
that are specially formulated or processed for infants.
(3) At levels not to exceed 140 IU per
240 mL (prepared beverage) in soy-protein based meal replacement beverages
(powder or liquid) that are represented
for special dietary use in reducing or
maintaining body weight in accordance
with § 105.66 of this chapter.
(4) At levels not to exceed 100 IU per
40 grams in meal replacement bars or
other-type bars that are represented
for special dietary use in reducing or
maintaining body weight in accordance
with § 105.66 of this chapter.
(5) At levels not to exceed 81 IU per 30
grams in cheese and cheese products as
defined under § 170.3(n)(5) of this chapter, excluding cottage cheese, ricotta
cheese, and hard grating cheeses such
as Parmesan and Romano as defined in
§§ 133.165 and 133.183 of this chapter, and
those defined by standard of identity in
§ 133.148 of this chapter.

Federal Food, Drug, and Cosmetic Act,
adequate directions for use to provide a
final product that complies with the
limitations prescribed in paragraph (c)
of this section.
(e) Labels of manufactured food products containing the additive shall bear,
in the ingredient statement, the name
of the additive, ‘‘vitamin D2 bakers
yeast,’’ in the proper order of decreasing predominance in the finished food.
[77 FR 52231, Aug. 29, 2012]

§ 172.385 Whole fish protein concentrate.
The food additive whole fish protein
concentrate may be safely used as a
food supplement in accordance with
the following prescribed conditions:
(a) The additive is derived from
whole, wholesome hake and hakelike
fish, herring of the genera Clupea, menhaden, and anchovy of the species Engraulis mordax, handled expeditiously
and under sanitary conditions in accordance with good manufacturing
practices recognized as proper for fish
that are used in other forms for human
food.
(b) The additive consists essentially
of a dried fish protein processed from
the whole fish without removal of
heads, fins, tails, viscera, or intestinal
contents. It is prepared by solvent extraction of fat and moisture with isopropyl alcohol or with ethylene dichloride followed by isopropyl alcohol, except that the additive derived from
herring, menhaden and anchovy is prepared by solvent extraction with isopropyl alcohol alone. Solvent residues
are reduced by conventional heat drying and/or microwave radiation and
there is a partial removal of bone.
(c) The food additive meets the following specifications:
(1) Protein content (N × 6.25) shall
not be less than 75 percent by weight of
the final product, as determined by the
method described in section 2.057 in
‘‘Official Methods of Analysis of the
Association of Official Analytical
Chemists’’ (AOAC), 13th Ed. (1980). Protein quality shall not be less than 100,
as determined by the method described
in sections 43.212–43.216 of the AOAC.
The 13th Ed. is incorporated by reference, and copies may be obtained
from the AOAC INTERNATIONAL, 481
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[68 FR 9003, Feb. 27, 2003, as amended at 70
FR 36025, June 22, 2005; 70 FR 37257, June 29,
2005; 70 FR 69438, Nov. 16, 2005; 78 FR 71463,
Nov. 29, 2013]

§ 172.381 Vitamin D2 bakers yeast.
Vitamin D2 bakers yeast may be used
safely in foods as a source of vitamin
D2 and as a leavening agent in accordance with the following prescribed conditions:
(a) Vitamin D2 bakers yeast is the
substance produced by exposing bakers
yeast (Saccharomyces cerevisiae) to ultraviolet light, resulting in the photochemical conversion of endogenous ergosterol in bakers yeast to vitamin D2
(also known as ergocalciferol or (9,10seco(5Z,7E,22E)-5,7,10(19),22ergostatetraen-3-ol)).
(b) Vitamin D2 bakers yeast may be
used alone as an active dry yeast concentrate or in combination with conventional bakers yeast.
(c) The additive may be used in
yeast-leavened baked goods and baking
mixes and yeast-leavened baked snack
foods at levels not to exceed 400 International Units of vitamin D2 per 100
grams in the finished food.
(d) To assure safe use of the additive,
the label or labeling of the food additive container shall bear, in addition to
the other information required by the
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