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(1) The ingredient is used as an
enzyme as defined in § 170.3(o)(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.

5. Section 184.1415 is added to
subpart B to read as follows:

§ 184.1415 Animal lipase.
(a) Animal lipase (CAS Reg. No.

9001–62–1) is an enzyme preparation
obtained from edible forestomach tissue
of calves, kids, or lambs, or from animal
pancreatic tissue. The enzyme
preparation may be produced as a tissue
preparation or as an aqueous extract. Its
characterizing enzyme activity is that of
a triacylglycerol hydrolase (EC 3.1.1.3).

(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:

(1) The ingredient is used as an
enzyme as defined in § 170.3(o)(9) of
this chapter to hydrolyze fatty acid
glycerides.

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

6. Section 184.1443a is added to
subpart B to read as follows:

§ 184.1443a Malt.
(a) Malt is an enzyme preparation

obtained from barley which has been
softened by a series of steeping
operations and germinated under
controlled conditions. It is a brown,
sweet, and viscous liquid or a white to
tan powder. Its characterizing enzyme
activities are α-amylase (EC 3.2.1.1.) and
β-amylase (EC 3.2.1.2).

(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(o)(9) of
this chapter to hydrolyze starch or
starch-derived polysaccharides.

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

7. Section 184.1583 is added to
subpart B to read as follows:

§ 184.1583 Pancreatin.
(a) Pancreatin (CAS Reg. No. 8049–

47–6) is an enzyme preparation
obtained from porcine or bovine
pancreatic tissue. It is a white to tan
powder. Its characterizing enzyme
activity that of a peptide hydrolase (EC
3.4.21.36).

(b) The ingredient meets the general
requirements and additional
requirements 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(o)(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.

8. Section 184.1595 is added to
subpart B to read as follows:

§ 184.1595 Pepsin.
(a) Pepsin (CAS Reg. No. 9001–75–6)

is an enzyme preparation obtained from
the glandular layer of hog stomach. It is
a white to light tan powder, amber
paste, or clear amber to brown liquid. Its
characterizing enzyme activity is that of
a peptide hydrolase (EC 3.4.23.1).

(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(o)(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.

9. Section 184.1914 is added to
subpart B to read as follows:

§ 184.1914 Trypsin.
(a) Trypsin (CAS Reg. No. 9002–07–7)

is an enzyme preparation obtained from
purified extracts of porcine or bovine
pancreas. It is a white to tan amorphous
powder. Its characterizing enzyme
activity is that of a peptide hydrolase
(EC 3.4.21.4).

(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


