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Food and Drug Administration, HHS § 172.840 

§ 172.840 Polysorbate 80. 
The food additive polysorbate 80 

(polyoxyethylene (20) sorbitan 
monooleate), which is a mixture of 
polyoxyethylene ethers of mixed par-
tial oleic acid esters of sorbitol anhy-
drides and related compounds, may be 
safely used in food in accordance with 
the following prescribed conditions: 

(a) The food additive is manufactured 
by reacting oleic acid (usually con-
taining associated fatty acids) with 
sorbitol to yield a product with a max-
imum acid number of 7.5 and a max-
imum water content of 0.5 percent, 
which is then reacted with ethylene 
oxide. 

(b) The food additive meets the fol-
lowing specifications: 

Saponification number 45–55. 
Acid number 0–2. 
Hydroxyl number 65–80. 
Oxyethylene content 65 percent–69.5 percent. 

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

(1) An emulsifier in ice cream, frozen 
custard, ice milk, fruit sherbet, and 
nonstandardized frozen desserts, when 
used alone or in combination with 
polysorbate 65 whereby the maximum 
amount of the additives, alone or in 
combination, does not exceed 0.1 per-
cent of the finished frozen dessert. 

(2) In yeast-defoamer formulations 
whereby the maximum amount of the 
additive does not exceed 4 percent of 
the finished yeast defoamer and the 
maximum amount of the additive in 
the yeast from such use does not ex-
ceed 4 parts per million. 

(3) As a solubilizing and dispersing 
agent in pickles and pickle products, 
whereby the maximum amount of the 
additive does not exceed 500 parts per 
million. 

(4) As a solubilizing and dispersing 
agent in: 

(i) Vitamin-mineral preparations 
containing calcium caseinate in the ab-
sence of fat-soluble vitamins, whereby 
the maximum intake of polysorbate 80 
shall not exceed 175 milligrams from 
the recommended daily dose of the 
preparations. 

(ii) Fat-soluble vitamins in vitamin 
and vitamin-mineral preparations con-
taining no calcium caseinate, whereby 
the maximum intake of polysorbate 80 

shall not exceed 300 milligrams from 
the recommended daily dose of the 
preparations. 

(iii) In vitamin-mineral preparations 
containing both calcium caseinate and 
fat-soluble vitamins, whereby the max-
imum intake of polysorbate 80 shall 
not exceed 475 milligrams from the rec-
ommended daily dose of the prepara-
tions. 

(5) As a surfactant in the production 
of coarse crystal sodium chloride 
whereby the maximum amount of the 
additive in the finished sodium chlo-
ride does not exceed 10 parts per mil-
lion. 

(6) In special dietary foods, as an 
emulsifier for edible fats and oils, with 
directions for use which provide for the 
ingestion of not more than 360 milli-
grams of polysorbate 80 per day. 

(7) As a solubilizing and dispersing 
agent for dill oil in canned spiced green 
beans, not to exceed 30 parts per mil-
lion. 

(8) As an emulsifier, alone or in com-
bination with polysorbate 60, in 
shortenings and edible oils intended for 
use in foods as follows, when standards 
of identity established under section 
401 of the act do not preclude such use: 

(i) It is used alone in an amount not 
to exceed 1 percent of the weight of the 
finished shortening or oil. 

(ii) It is used with polysorbate 60 in 
any combination providing no more 
than 1 percent of polysorbate 80 and no 
more than 1 percent of polysorbate 60, 
provided that the total combination 
does not exceed 1 percent of the fin-
ished shortening or oil. 

(iii) The 1–percent limitation speci-
fied in paragraph (c)(8)(i) and (ii) of 
this section may be exceeded in premix 
concentrates of shortening or edible oil 
if the labeling complies with the re-
quirements of paragraph (d) of this sec-
tion. 

(9) As an emulsifier in whipped edible 
oil topping with or without one or a 
combination of the following: 

(i) Sorbitan monostearate; 
(ii) Polysorbate 60; 
(iii) Polysorbate 65; 

whereby the maximum amount of the 
additive or additives used does not ex-
ceed 0.4 percent of the weight of the 
finished whipped edible oil topping. 
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(10) It is used as a wetting agent in 
scald water for poultry defeathering, 
followed by potable water rinse. The 
concentration of the additive in the 
scald water does not exceed 0.0175 per-
cent. 

(11) As a dispersing agent in gelatin 
desserts and in gelatin dessert mixes, 
whereby the amount of the additive 
does not exceed 0.082 percent on a dry- 
weight basis. 

(12) As an adjuvant added to herbi-
cide use and plant-growth regulator 
use dilutions by a grower or applicator 
prior to application of such dilutions to 
the growing crop. Residues resulting 
from such use are exempt from the re-
quirement of a tolerance. When so used 
or intended for use, the additive shall 
be exempt from the requirements of 
paragraph (d)(1) of this section. 

(13) As a defoaming agent in the prep-
aration of the creaming mixture for 
cottage cheese as identified in § 133.128 
of this chapter, whereby the amount of 
the additive does not exceed .008 per-
cent by weight of the finished product. 

(14) As a surfactant and wetting 
agent for natural and artificial colors 
for use in barbecue sauce where the 
level of the additive does not exceed 
0.005 percent by weight of the barbecue 
sauce. 

(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; 45 FR 58835, Sept. 5, 
1980; 46 FR 8466, Jan. 27, 1981; 85 FR 72907, 
Nov. 16, 2020] 

§ 172.841 Polydextrose. 
Polydextrose as identified in this sec-

tion may be safely used in food in ac-
cordance with the following prescribed 
conditions: 

(a)(1) Polydextrose (CAS Reg. No. 
68424–04–4) is a partially metabolizable 

water-soluble polymer prepared by the 
condensation of a melt which consists 
either of approximately 89 percent D- 
glucose, 10 percent sorbitol, and 1 per-
cent citric acid or of approximately 90 
percent D-glucose, 10 percent sorbitol, 
and 0.1 percent phosphoric acid, on a 
weight basis. 

(2) Polydextrose may be partially 
neutralized with potassium hydroxide, 
or partially reduced by transition 
metal catalytic hydrogenation in aque-
ous solution. 

(b) The additive meets the specifica-
tions of the Food Chemicals Codex, 7th 
ed. (2010), pp. 811–814, which is incor-
porated by reference. The Director of 
the Office of the Federal Register ap-
proves this incorporation by reference 
in accordance with 5 U.S.C. 552(a) and 1 
CFR part 51. You may obtain copies 
from the United States Pharmacopeial 
Convention, 12601 Twinbrook Pkwy., 
Rockville, MD 20852 (Internet address 
http://www.usp.org). Copies may be ex-
amined at the Food and Drug Adminis-
tration’s Main Library, 10903 New 
Hampshire Ave., Bldg. 2, Third Floor, 
Silver Spring, MD 20993, 301–796–2039, or 
at the National Archives and Records 
Administration (NARA). For informa-
tion on the availability of this mate-
rial at NARA, call 202–741–6030 or go to: 
http://www.archives.gov/federal-register/ 
cfr/ibr-locations.html. 

(c) When standards of identity estab-
lished under section 401 of the act do 
not preclude such use, polydextrose 
may be used in accordance with cur-
rent good manufacturing practices as a 
bulking agent, formulation aid, humec-
tant, and texturizer in all foods, except 
meat and poultry, baby food, and in-
fant formula. 

(d) If the food containing the additive 
purports to be or is represented for spe-
cial dietary uses, it shall be labeled in 
compliance with part 105 of this chap-
ter. 

(e) The label and labeling of food a 
single serving of which would be ex-
pected to exceed 15 grams of the addi-
tive shall bear the statement: ‘‘Sen-
sitive individuals may experience a 
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