Food and Drug Administration, HHS

§184.1277 Dextrin.

(a) Dextrin ((CeH1005)n"H20, CAS Reg.
No. 9004-53-9) is an incompletely
hydrolyzed starch. It is prepared by dry
heating corn, waxy maize, waxy milo,
potato, arrowroot, wheat, rice, tapioca,
or sago starches, or by dry heating the
starches after: (1) Treatment with safe
and suitable alkalis, acids, or pH con-
trol agents and (2) drying the acid or
alkali treated starch.

(b) The ingredient meets the speci-
fication of the Food Chemicals Codex,
3d Ed. (1981), p. 96, which is incor-
porated by reference. Copies are avail-
able from the National Academy Press,
2101 Constitution Ave. NW., Wash-
ington, DC 20418, or available for in-
spection at the Office of the Federal
Register, 800 North Capitol Street,
NW., suite 700, Washington, DC 20408.

(¢) In accordance with §184.1(b)(1),
the ingredient is used in food with no
limitation other than current good
manufacturing practice. The affirma-
tion of this ingredient as generally rec-
ognized as safe (GRAS) as a direct
human food ingredient is based upon
the following current good manufac-
turing practice conditions of use:

(1) The ingredient is used as a formu-
lation aid as defined in §170.3(0)(14) of
this chapter; as a processing aid as de-
fined in §170.3(0)(24) of this chapter; as
a stabilizer and thickener as defined in
§170.3(0)(28) of this chapter; and as a
surface-finishing agent as defined in
§170.3(0)(30) of this chapter.

(2) The ingredient is used in food at
levels not to exceed current good man-
ufacturing practice.

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[48 FR 51909, Nov. 15, 1983]

§184.1278 Diacetyl.

(a) Diacetyl (C4HgO2, CAS Reg. No.
431-03-8) is a clear yellow to yellowish
green liquid with a strong pungent
odor. It 1is also Kknown as 2,3-
butanedione and is chemically syn-
thesized from methyl ethyl ketone. It
is miscible in water, glycerin, alcohol,
and ether, and in very dilute water so-
lution, it has a typical buttery odor
and flavor.

§184.1282

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex,
3d Ed. (1981), p. 368, which is incor-
porated by reference. Copies are avail-
able from the National Academy Press,
2101 Constitution Ave. NW., Wash-
ington, DC 20418, or available for in-
spection at the Office of the Federal
Register, 800 North Capitol Street,
NW., suite 700, Washington, DC 20408.

(¢) In accordance with §184.1(b)(1),
the ingredient is used in food with no
limitation other than current good
manufacturing practice. The affirma-
tion of this ingredient as generally rec-
ognized as safe (GRAS) as a direct
human food ingredient is based upon
the following current good manufac-
turing practice conditions of use:

(1) The ingredient is used as a fla-
voring agent and adjuvant as defined in
§170.3(0)(12) of this chapter.

(2) The ingredient is used in food at
levels not to exceed current good man-
ufacturing practice.

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[48 FR 51907, Nov. 15, 1983]

§184.1282 Dill and its derivatives.

(a) Dill (American or European) is
the herb and seeds from Anethum
graveolens L., and dill (Indian) is the
herb and seeds from Anethum sowa,
D.C. Its derivatives include essential
oils, oleoresins, and natural extractives
obtained from these sources of dill.

(b) Dill oils meet the description and
specifications of the ‘““Food Chemicals
Codex,”” 4th ed. (1996), pp. 122-123, which
is incorporated by reference in accord-
ance with 5 U.S.C. 552(a) and 1 CFR
part 51. Copies are available from the
National Academy Press, Box 285, 2101
Constitution Ave. NW., Washington,
DC 20055 (Internet address ‘‘http:/
www.nap.edu’’), or may be examined at
the Center for Food Safety and Applied
Nutrition’s Library, Food and Drug Ad-
ministration, 200 C St. SW., rm. 3321,
Washington, DC, or at the Office of the
Federal Register, 800 North Capitol St.
NW., suite 700, Washington, DC.

(c) Dill and its derivatives are used as
flavoring agents and adjuvants as de-
fined in §170.3(0)(12) of this chapter.
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§184.1287

(d) The ingredients are used in food
at levels not to exceed good manufac-
turing practice.

(e) [Reserved]

(f) Prior sanctions for these ingredi-
ents different from the uses established
in this section do not exist or have
been waived.

[42 FR 14653, Mar. 15, 1977, as amended at 42
FR 55205, Oct. 14, 1977; 49 FR 5612, Feb. 14,
1984; 64 FR 1760, Jan. 12, 1999]

§184.1287

(a) Enzyme-modified refined beef fat,
enzyme-modified butterfat, and en-
zyme-modified steam-rendered chicken
fat are prepared from refined beef fat;
butterfat or milkfat; and steam-ren-
dered chicken fat, respectively, with
enzymes that are generally recognized
as safe (GRAS). Enzyme-modified milk
powder may be prepared with GRAS
enzymes from reconstituted milk pow-
der, whole milk, condensed or con-
centrated whole milk, evaporated
milk, or milk powder. The lipolysis is
maintained at a temperature that is
optimal for the action of the enzyme
until appropriate acid development is
attained. The enzymes are then inac-
tivated. The resulting product is con-
centrated or dried.

(b) FDA is developing food-grade
specifications for these enzyme-modi-
fied ingredients in cooperation with
the National Academy of Sciences. In
the interim, the ingredients must be of
purity suitable for their intended use.

(¢) In accordance with §184.1(b)(1),
the ingredients are used in food with
no limitation other than current good
manufacturing practice. The affirma-
tion of these ingredients as generally
recognized as safe (GRAS) as direct
human food ingredients is based upon
the following current good manufac-
turing practice conditions of use:

(1) The ingredients are used as fla-
voring agents and adjuvants as defined
in §170.3(0)(12) of this chapter.

(2) The ingredients are used in food
at levels not to exceed current good
manufacturing practice.

(d) Prior sanctions for these ingredi-
ents different from the uses established
in this section do not exist or have
been waived.

[62 FR 25976, July 10, 1987]

Enzyme-modified fats.

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

§184.1293 Ethyl alcohol.

(a) Ethyl alcohol (ethanol) is the
chemical CoHsOH.

(b) The ingredient meets the speci-
fications of the ‘‘Food Chemicals
Codex,” 4th ed. (1996), p. 136, which is
incorporated by reference in accord-
ance with 5 U.S.C. 552(a) and 1 CFR
part 51. Copies are available from the
National Academy Press, Box 285, 2101
Constitution Ave. NW., Washington,
DC 20055 (Internet address ‘‘http:/
www.nap.edu’’), or may be examined at
the Center for Food Safety and Applied
Nutrition’s Library, Food and Drug Ad-
ministration, 200 C St. SW., rm. 3321,
Washington, DC, or at the Office of the
Federal Register, 800 North Capitol St.
NW., suite 700, Washington, DC.

(c) The ingredient is used as an anti-
microbial agent as defined in
§170.3(0)(2) of this chapter on pizza
crusts prior to final baking at levels
not to exceed 2.0 percent by product
weight.

(d) This regulation is issued prior to
general evaluation of use of this ingre-
dient in order to affirm as GRAS the
specific use named.

[42 FR 14653, Mar. 15, 1977, as amended at 49
FR 5612, Feb. 14, 1984; 64 FR 1760, Jan. 12,
1999]

§184.1295 Ethyl formate.

(a) Ethyl formate (CsHgO2, CAS Reg.
No. 109-94-4) is also referred to as ethyl
methanoate. It is an ester of formic
acid and is prepared by esterification
of formic acid with ethyl alcohol or by
distillation of ethyl acetate and formic
acid in the presence of concentrated
sulfuric acid. Ethyl formate occurs
naturally in some plant oils, fruits, and
juices but does not occur naturally in
the animal kingdom.

(b) The ingredient meets the speci-
fications of the ‘“Food Chemicals
Codex,” 3d Ed. (1981), p. 376, which is in-
corporated by reference. Copies may be
obtained from the National Academy
Press, 2101 Constitution Ave. NW.,
Washington, DC 20418, or may be exam-
ined at the Office of the Federal Reg-
ister, 800 North Capitol Street, NW.,
suite 700, Washington, DC 20408.

(c) The ingredient is used as a fla-
voring agent and adjuvant as defined in
§170.3(0)(12) of this chapter.
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