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Food and Drug Administration, HHS § 184.1027 

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, or 
may be examined at the Office of Pre-
market Approval (HFS–200), Food and 
Drug Administration, 5100 Paint 
Branch Pkwy., College Park, MD 20740, 
and 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: http://www.archives.gov/federall
register/codeloflfederallregulations/
ibrllocations.html. 

(c) 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(o)(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] 

§ 184.1025 Caprylic acid. 
(a) Caprylic acid [CH3(CH2)6COOH, 

CAS Reg. No. 124–07–2] is the chemical 
name for octanoic acid. It is considered 
to be a short or medium chain fatty 
acid. It occurs normally in various 
foods and is commercially prepared by 
oxidation of n-octanol or by fermenta-
tion and fractional distillation of the 
volatile fatty acids present in coconut 
oil. 

(b) The ingredient meets the speci-
fications of the ‘‘Food Chemicals 
Codex,’’ 3d Ed. (1981), p. 207, 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 National Archives and 
Records Administration (NARA). For 
information on the availability of this 
material at NARA, call 202–741–6030, or 
go to: http://www.archives.gov/federall
register/codeloflfederallregulations/
ibrllocations.html. 

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

(d) The ingredient is used in foods in 
accordance with § 184.1(b)(1), at levels 
not to exceed good manufacturing 
practice. Current good manufacturing 
practices result in maximum levels, as 
served, of: 0.013 percent for baked goods 
as defined in § 170.3(n)(1) of this chap-
ter; 0.04 percent for cheeses as defined 
in § 170.3(n)(5) of this chapter; 0.005 per-
cent for fats and oils as defined in 
§ 170.3(n)(12) of this chapter, for frozen 
dairy desserts as defined in § 170.3(n)(20) 
of this chapter, for gelatins and pud-
dings as defined in § 170.3(n)(22) of this 
chapter, for meat products as defined 
in § 170.3(n)(29) of this chapter, and for 
soft candy as defined in § 170.3(n)(38) of 
this chapter; 0.016 percent for snack 
foods as defined in § 170.3(n)(37) of this 
chapter; and 0.001 percent or less for all 
other food categories. 

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

[43 FR 19843, May 9, 1978, as amended at 49 
FR 5611, Feb. 14, 1984] 

§ 184.1027 Mixed carbohydrase and 
protease enzyme product. 

(a) Mixed carbohydrase and protease 
enzyme product is an enzyme prepara-
tion that includes carbohydrase and 
protease activity. It is obtained from 
the culture filtrate resulting from a 
pure culture fermentation of a non-
pathogenic strain of B. licheniformis. 

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex, 
3d Ed. (1981), p. 107, 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: http://www.archives.gov/federall
register/codeloflfederallregulations/
ibrllocations.html. 

(c) In accordance with § 184.1(b)(1), 
the ingredient is used in food with no 
limitation other than current good 
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