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accordance with section 412(g) of the 
Federal Food, Drug, and Cosmetic Act 
(the act) or with regulations promul-
gated under section 412(a)(2) of the Act. 

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

[50 FR 13560, Apr. 5, 1985, as amended at 69 
FR 24512, May 4, 2004] 

§ 184.1440 Magnesium stearate. 

(a) Magnesium stearate 
(Mg(C17H34COO)2, CAS Reg. No. 557–04– 
0) is the magnesium salt of stearic 
acid. It is produced as a white precipi-
tate by the addition of an aqueous so-
lution of magnesium chloride to an 
aqueous solution of sodium stearate de-
rived from stearic acid that is obtained 
from edible sources and that conforms 
to the requirements of § 172.860(b)(2) of 
this chapter. 

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex, 
3d Ed. (1981), p. 182, 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/ 
federallregister/ 
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 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 lubri-
cant and release agent as defined in 
§ 170.3(o)(18) of this chapter; a nutrient 
supplement as defined in § 170.3(o)(20) of 
this chapter; and a processing aid as 
defined in § 170.3(o)(24) of this chapter. 

(2) The ingredient is used in foods 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. 

[50 FR 13560, Apr. 5, 1985] 

§ 184.1443 Magnesium sulfate. 
(a) Magnesium sulfate (MgSO4·7H2O, 

CAS Reg. No. 10034–99–8) occurs natu-
rally as the mineral epsomite. It is pre-
pared by neutralization of magnesium 
oxide, hydroxide, or carbonate with 
sulfuric acid and evaporating the solu-
tion to crystallization. 

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex, 
3d Ed. (1981), p. 183, 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/ 
federallregister/ 
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 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 flavor 
enhancer as defined in § 170.3(o)(11) of 
this chapter; a nutrient supplement as 
defined in § 170.3(o)(20) of this chapter; 
and a processing aid as defined in 
§ 170.3(o)(24) of this chapter. 

(2) The ingredient is used in foods 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. 

[50 FR 13560, Apr. 5, 1985] 

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

tained from barley which has been soft-
ened by a series of steeping operations 
and germinated under controlled condi-
tions. It is a brown, sweet, and viscous 
liquid or a white to tan powder. Its 
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