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§184.1317

that of a peptide hydrolase (EC
3.4.22.3).

(b) The ingredient meets the general
requirements and additional require-
ments for enzyme preparations in the
Food Chemicals Codex, 3d ed. (1981), p.
110, which is incorporated by reference
in accordance with 5 U.S.C. 552(a) and 1
CFR part 51. Copies are available from
the National Academy Press, 2101 Con-
stitution Ave., NW., Washington, DC
20418, or may be examined at the Office
of Food Additive Safety (HFS-200),
Center for Food Safety and Applied Nu-
trition, Food and Drug Administration,
5100 Paint Branch Pkwy., College Park,
MD 20740, 240-402-1200, and at the Na-
tional Archives and Records Adminis-
tration (NARA). For information on
the availability of this material at
NARA, call 202-741-6030, or go to: http:/
www.archives.gov/federal register/
code of federal regulations/
ibr _locations.html.

(¢) 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 GRAS as a di-
rect food ingredient is based upon the
following current good manufacturing
practice conditions of use:

(1) The ingredient is used as an en-
zyme as defined in §170.3(0)(9) of this
chapter to hydrolyze proteins or
polypeptides.

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

[60 FR 32910, June 26, 1995, as amended at 78
FR 14666, Mar. 7, 2013]

§184.1317 Garlic and its derivatives.

(a) Garlic is the fresh or dehydrated
bulb or cloves obtained from Allium
sativum, a genus of the lily family. Its
derivatives include essential oils, oleo-
resins, and natural extractives ob-
tained from garlic.

(b) Garlic oil meets the specifications
of the ‘““Food Chemicals Codex,” 3d Ed.
(1981), p. 132, which is incorporated by
reference. Copies may be obtained from
the National Academy Press, 2101 Con-
stitution Ave. NW., Washington, DC
20418, or may be examined at the Na-
tional Archives and Records Adminis-
tration (NARA). For information on
the availability of this material at
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NARA, call 202-741-6030, or go to: http:/
www.archives.gov/federal register/

code of federal regulations/

ibr _locations.html.

(c) Garlic and its derivatives are used
as flavoring agents and adjuvants as
defined in §170.3(0)(12) of this chapter.

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

(e) [Reserved]

(f) Prior sanctions for this ingredient
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]

§184.1318 Glucono delta-lactone.

(a) Glucono delta-lactone (CeHi¢Oe,
CAS Reg. No. 90-80-2), also called D-
gluconic acid delta-lactone or D-
glucono-1,5-lactone, is the cyclic 1,5-
intramolecular ester of D-gluconic
acid. It is prepared by direct crys-
tallization from the aqueous solution
of gluconic acid. Gluconic acid may be
produced by the oxidation of D-glucose
with bromine water, by the oxidation
of D-glucose by microorganisms that
are nonpathogenic and nontoxicogenic
to man or other animals, or by the oxi-
dation of D-glucose with enzymes de-
rived from these microorganisms.

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex,
3d Ed. (1981), p. 134, 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 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.

(¢) 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:
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