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List of Subjects in 21 CFR Part 184

Food ingredients, Incorporation by
reference.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Director, Center for Food Safety and
Applied Nutrition, 21 CFR part 184 is
amended as follows:

PART 184—DIRECT FOOD
SUBSTANCES AFFIRMED AS
GENERALLY RECOGNIZED AS SAFE

1. The authority citation for 21 CFR
part 184 continues to read as follows:

Authority: Secs. 201, 402, 409, 701 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 321, 342, 348, 371).

2. Section 184.1024 is added to
subpart B to read as follows:

§184.1024 Bromelain.

(a) Bromelain (CAS Reg. No. 9001—
00-7) is an enzyme preparation derived
from the pineapples Ananas comosus
and A. bracteatus L. It is a white to light
tan amorphous powder. Its
characterizing enzyme activity is that of
a peptide hydrolase (EC 3.4.22.32).

(b) The ingredient meets the general
requirements and additional
requirements 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 Constitution Ave. NW.,
Washington, DC, or may be examined at
the Office of Premarket Approval (HFS—
200), Food and Drug Administration,
200 C st. SW., Washington, DC, and the
Office of the Federal Register, 800 North
Capitol St. NW., suite 700, Washington,
DC.

(c) In accordance with § 184.1(b)(1),
the ingredient is used in food with no
limitation other than current good
manufacturing practice. The affirmation
of this ingredient as GRAS as a direct
food ingredient is based upon the
following current good manufacturing
practice conditions of use:

(1) The ingredient is used as an
enzyme 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
manufacturing practice.

3. Section 184.1034 is added to
subpart B to read as follows:

§184.1034 Catalase (bovine liver).

(a) Catalase (bovine liver) (CAS Reg.
No. 9001-05-2) is an enzyme
preparation obtained from extracts of

bovine liver. It is a partially purified
liquid or powder. Its characterizing
enzyme activity is catalase (EC 1.11.1.6).

(b) The ingredient meets the general
requirements and additional
requirements 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 Constitution Ave., NW.,
Washington, DC 20418, or may be
examined at the Office of Premarket
Approval (HFS—-200), Food and Drug
Administration, 200 C St., SW.,,
Washington, DC, and the Office of the
Federal Register, 800 North Capitol St.
NW., suite 700, Washington, DC.

(c) In accordance with §184.1(b)(1),
the ingredient is used in food with no
limitation other than current good
manufacturing practice. The affirmation
of this ingredient as GRAS as a direct
food ingredient is based upon the
following current good manufacturing
practice conditions of use:

(1) The ingredient is used as an
enzyme as defined in §170.3(0)(9) of
this chapter to decompose hydrogen
peroxide.

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

4. Section 184.1316 is added to
subpart B to read as follows:

§184.1316 Ficin.

(a) Ficin (CAS Reg. No. 9001-33-6) is
an enzyme preparation obtained from
the latex of species of the genus Ficus,
which include a variety of tropical fig
trees. It is a white to off-white powder.
Its characterizing enzyme activity is that
of a peptide hydrolase (EC 3.4.22.3).

(b) The ingredient meets the general
requirements and additional
requirements 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 Constitution Ave., NW.,
Washington, DC 20418, or may be
examined at the Office of Premarket
Approval (HFS-200), Food and Drug
Administration, 200 C St., SW.,,
Washington, DC, and the Office of the
Federal Register, 800 North Capitol St.,
NW., suite 700, Washington, DC.

(c) In accordance with § 184.1(b)(1),
the ingredient is used in food with no
limitation other than current good
manufacturing practice. The affirmation
of this ingredient as GRAS as a direct
food ingredient is based upon the
following current good manufacturing
practice conditions of use:



