
87

Food and Drug Administration, HHS § 172.844

nonstandardized confectionery coating
or standardized cacao product.

(4) As an emulsifier in cake icings
and cake fillings, with or without one
or a combination of the following:

(i) Polysorbate 65.
(ii) Polysorbate 60.

When used alone, the maximum
amount of sorbitan monostearate shall
not exceed 0.7 percent of the weight of
the cake icing or cake filling. When
used with polysorbate 65 and/or poly-
sorbate 60, it shall not exceed 0.7 per-
cent, nor shall the polysorbate 65 ex-
ceed 0.32 percent or the polysorbate 60
exceed 0.46 percent, and no combina-
tion of these emulsifiers shall exceed 1
percent of the weight of the cake icing
or cake filling.

(5) As an emulsifier in solid-state, ed-
ible vegetable fat-water emulsions in-
tended for use as substitutes for milk
or cream in beverage coffee, with or
without one or a combination of the
following:

(i) Polysorbate 60.
(ii) Polysorbate 65.

The maximum amount of the additive
or additives shall not exceed 0.4 per-
cent by weight of the finished edible
vegetable fat-water emulsion.

(6) It is used alone as a rehydration
aid in the production of active dry
yeast in an amount not to exceed 1 per-
cent by weight of the dry yeast.

(7) As an emulsifier, alone or in com-
bination with polysorbate 60, in the
minimum quantity required to accom-
plish the intended effect, in formula-
tions of white mineral oil conforming
with § 172.878 and/or petroleum wax
conforming with § 172.886 for use as pro-
tective coatings on raw fruits and vege-
tables.

(d) To assure safe use of the additive,
in addition to the other information re-
quired by the Act:

(1) The label of the additive and any
intermediate premixes shall bear:

(i) The name of the additive.
(ii) A statement of the concentration

or strength of the additive in any in-
termediate premixes.

(2) The label or labeling shall bear
adequate directions to provide a final
product that complies with the limita-

tions prescribed in paragraph (c) of this
section.

[42 FR 14491, Mar. 15, 1977, as amended at 43
FR 2871, Jan. 20, 1978]

§ 172.844 Calcium stearoyl-2-lactylate.
The food additive calcium stearoyl-2-

lactylate may be safely used in or on
food in accordance with the following
prescribed conditions:

(a) The additive, which is a mixture
of calcium salts of stearoyl lactylic
acids and minor proportions of other
calcium salts of related acids, is manu-
factured by the reaction of stearic acid
and lactic acid and conversion to the
calcium salts.

(b) The additive meets the following
specifications:

Acid number, 50–86.
Calcium content, 4.2–5.2 percent.
Lactic acid content, 32–38 percent.
Ester number, 125–164.

(c) It is used or intended for use as
follows:

(1) As a dough conditioner in yeast-
leavened bakery products and prepared
mixes for yeast-leavened bakery prod-
ucts in an amount not to exceed 0.5
part for each 100 parts by weight of
flour used.

(2) As a whipping agent in:
(i) Liquid and frozen egg white at a

level not to exceed 0.05 percent.
(ii) Dried egg white at a level not to

exceed 0.5 percent.
(iii) Whipped vegetable oil topping at

a level not to exceed 0.3 percent of the
weight of the finished whipped vege-
table oil topping.

(3) As a conditioning agent in dehy-
drated potatoes in an amount not to
exceed 0.5 percent by weight thereof.

(d) To assure safe use of the additive:
(1) The label and labeling of the food

additive and any intermediate premix
prepared therefrom shall bear, in addi-
tion to the other information required
by the act, the following:

(i) The name of the additive.
(ii) A statement of the concentration

or strength of the additive in any in-
termediate premixes.

(2) The label or labeling of the food
additive shall also bear adequate direc-
tions of use to provide a finished food
that complies with the limitations pre-
scribed in paragraph (c) of this section.
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