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240 mL, excluding fruit juice drinks
that are specially formulated or proc-
essed for infants.

(3) At levels not to exceed 140 IU per
240 mL (prepared beverage) in soy-pro-
tein 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 chap-
ter, 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.

[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 D, bakers yeast.

Vitamin D, bakers yeast may be used
safely in foods as a source of vitamin
D, and as a leavening agent in accord-
ance with the following prescribed con-
ditions:

(a) Vitamin D, bakers yeast is the
substance produced by exposing bakers
yveast (Saccharomyces cerevisiae) to ul-
traviolet light, resulting in the photo-
chemical conversion of endogenous er-
gosterol in bakers yeast to vitamin D,
(also known as ergocalciferol or (9,10-
seco(5Z,7E,22E)-5,7,10(19),22-
ergostatetraen-3-o0l)).

(b) Vitamin D, bakers yeast may be
used alone as an active dry yeast con-
centrate or in combination with con-
ventional bakers yeast.

(c) The additive may be used in
yveast-leavened baked goods and baking
mixes and yeast-leavened baked snack
foods at levels not to exceed 400 Inter-
national Units of vitamin D, per 100
grams in the finished food.

(d) To assure safe use of the additive,
the label or labeling of the food addi-
tive container shall bear, in addition to
the other information required by the
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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 prod-
ucts containing the additive shall bear,
in the ingredient statement, the name
of the additive, ‘‘vitamin D, bakers
yeast,” in the proper order of decreas-
ing predominance in the finished food.

[77 FR 52231, Aug. 29, 2012]

§172.385 Whole
centrate.

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, men-
haden, and anchovy of the species En-
graulis mordar, handled expeditiously
and under sanitary conditions in ac-
cordance 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 ex-
traction of fat and moisture with iso-
propyl alcohol or with ethylene dichlo-
ride followed by isopropyl alcohol, ex-
cept that the additive derived from
herring, menhaden and anchovy is pre-
pared by solvent extraction with iso-
propyl alcohol alone. Solvent residues
are reduced by conventional heat dry-
ing and/or microwave radiation and
there is a partial removal of bone.

(c) The food additive meets the fol-
lowing specifications:

(1) Protein content (N x 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). Pro-
tein 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 ref-
erence, and copies may be obtained
from the AOAC INTERNATIONAL, 481

fish protein con-



Food and Drug Administration, HHS

North Frederick Ave., suite 500, Gai-
thersburg, MD 20877, or may be exam-
ined at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or
go to: hitp://www.archives.gov/
federal register/

code of federal regulations/

ibr _locations.html.

(2) Moisture content shall not exceed
10 percent by weight of the final prod-
uct, as determined by the method de-
scribed in section 24.003 of the AOAC.
See paragraph (c)(1) of this section for
availability of the material incor-
porated by reference.

(3) Fat content shall not exceed 0.5
percent by weight of the final product,
as determined by the method described
in section 24.005 of the AOAC. See para-
graph (c)(1) of the this section for
availability of the material incor-
porated by reference.

(4) The additive may contain residues
of isopropyl alcohol and ethylene di-
chloride not in excess of 250 parts per
million and 5 parts per million, respec-
tively, when used as solvents in the ex-
traction process.

(5) Microwave radiation meeting the
requirements of §179.30 of this chapter
may be used to reduce residues of the
solvents used in the extraction process.

(6) The additive shall contain not in
excess of 100 parts per million fluorides
(expressed as F).

(7) The additive shall be free of Esch-
erichia coli and pathogenic organisms,
including Salmonella, and shall have a
total bacterial plate count of not more
than 10,000 per gram.

(8) The additive shall have no more
than a faint characteristic fish odor
and taste.

(d) When the additive is used or in-
tended for use in the household as a
protein supplement in food for regular
consumption by children up to 8 years
of age, the amount of the additive from
this source shall not exceed 20 grams
per day (about one heaping table-
spoon).

(e) When the additive is used as a
protein supplement in manufactured
food, the total fluoride content (ex-
pressed as F) of the finished food shall
not exceed 8 ppm based on the dry
weight of the food product.
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§172.410

(f) To assure safe use of the additive,
in addition to the other information re-
quired by the Act:

(1) The label of consumer-sized or
bulk containers of the additive shall
bear the name ‘‘whole fish protein con-
centrate’’.

(2) The label or labeling of containers
of the additive shall bear adequate di-
rections for use to comply with the
limitations prescribed by paragraphs
(d) and (e) of this section.

(3) Labels of manufactured foods con-
taining the additive shall bear, in the
ingredient statement, the name of the
additive, ‘‘whole fish protein con-
centrate’” in the proper order of de-
creasing predominance in the finished
food.

[42 FR 14491, Mar. 15, 1977, as amended at 49
FR 10104, Mar. 19, 1984; 54 FR 24897, June 12,
1989]

§172.395 Xylitol.

Xylitol may be safely used in foods
for special dietary uses, provided the
amount used is not greater than that
required to produce its intended effect.

§172.399 Zinc methionine sulfate.

Zinc methionine sulfate, CAS Reg.
No. 56329-42-1, may be safely used in
accordance with the following pre-
scribed conditions:

(a) The additive is the product of the
reaction between equimolar amounts of
zinc sulfate and DL-methionine in puri-
fied water.

(b) The additive meets the following
specifications:

Zinc content—19 to 22 percent.

CsH;1NO,S ‘“DL-methionine’’—46 to 50 per-
cent.

Cadmium—not more than 0.05 part per mil-
lion.

(c) The additive is used in tablet form
as a source of dietary zinc.

[46 FR 58297, Dec. 1, 1981]

Subpart E—Anticaking Agents

§172.410 Calcium silicate.

Calcium silicate, including synthetic
calcium silicate, may be safely used in
food in accordance with the following
prescribed conditions:

(a) It is used as an anticaking agent
in food in an amount not in excess of



		Superintendent of Documents
	2020-07-27T14:46:30-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




