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gel. Pour 100 milliliters of hexane into the 
column with the stopcock open and allow to 
drain to about one-half inch above the gel. 
Turn off the stopcock and allow the column 
to cool for 30 minutes. After cooling, vibrate 
the column to eliminate air and stir the top 
1 to 2 inches with a small diameter stainless 
steel rod. Take care not to get the gel above 
the liquid and onto the sides of the column. 

Weigh out 40 grams ±0.1 gram of the hydro-
carbon solvent sample into a 250-milliliter 
beaker, add 50 milliliters of hexane, and pour 
the solution into the column. Rinse the 
beaker with 50 milliliters of hexane and add 
this to the column. Allow the hexane sample 
solution to elute into a 500-milliliter beaker 
until the solution is about one-half inch 
above the gel. Rinse the column three times 
with 50-milliliter portions of hexane. Allow 
each hexane rinse to separately elute to 
about one-half inch above the gel. Replace 
the eluate beaker (discard the hexane eluate) 
with a 250-milliliter beaker. Add two sepa-
rate 25-milliliter portions of 10 percent 1,2- 
dichloroethane and allow each to separately 
elute as before. Finally, add 150 milliliters of 
10 percent 1,2-dichloroethane for a total of 
200 milliliters. When the final 10 percent 1,2- 
dichloroethane fraction is about one-half 
inch above the top of the gel bed, replace the 
receiving beaker (discard the 1,2- 
dichloroethane eluate) with a 250-milliliter 
beaker containing 1 milliliter of hexadecane. 
Adjust the elution rate to 2 to 3 milliliters 
per minute, add two 25-milliliter portions of 
40 percent benzene and allow each to sepa-
rately elute as before to within about one- 
half inch of the gel bed. Finally, add 150 mil-
liliters of 40 percent benzene for a total of 200 
milliliters. Evaporate the benzene in the 
oven with vacuum and sufficient nitrogen 
flow to just ripple the top of the benzene so-
lution. When the benzene is removed (as de-
termined by a constant volume of hexa-
decane) add 5 milliliters of isooctane and 
evaporate. Repeat once to insure complete 
removal of benzene. Remove the beaker and 
cover with aluminum foil (previously rinsed 
with hexane) until cool. 

Quantitatively transfer the hexadecane 
residue to a 5-milliliter volumetric flask and 
dilute to volume with isooctane. Determine 
the absorbance of the solution in 1-centi-
meter path length cells between 280 and 400 
millimicrons using isooctane as a reference. 
Correct the absorbance values for any ab-
sorbance derived from reagents as deter-
mined by carrying out the procedure without 
a sample. If the corrected absorbance does 
not exceed the limits prescribed in para-
graph (b)(1)(ii) of this section, the sample 
meets the ultraviolet absorbance specifica-
tions for hydrocarbon solvent. 

(c) Synthetic fatty alcohols may be 
used as follows: 

(1) As substitutes for the cor-
responding naturally derived fatty al-
cohols permitted in food by existing 
regulations in this part or part 173 of 
this chapter provided that the use is in 
compliance with any prescribed limita-
tions. 

(2) As substitutes for the cor-
responding naturally derived fatty al-
cohols used as intermediates in the 
synthesis of food additives and other 
substances permitted in food. 

[42 FR 14491, Mar. 15, 1977, as amended at 47 
FR 11837, Mar. 19, 1982; 49 FR 10105, Mar. 19, 
1984; 54 FR 24897, June 12, 1989; 70 FR 72908, 
Dec. 8, 2005] 

§ 172.866 Synthetic glycerin produced 
by the hydrogenolysis of carbo-
hydrates. 

Synthetic glycerin produced by the 
hydrogenolysis of carbohydrates may 
be safely used in food, subject to the 
provisions of this section: 

(a) It shall contain not in excess of 
0.2 percent by weight of a mixture of 
butanetriols. 

(b) It is used or intended for use in an 
amount not to exceed that reasonably 
required to produce its intended effect. 

§ 172.867 Olestra. 
Olestra, as identified in this section, 

may be safely used in accordance with 
the following conditions: 

(a) Olestra is a mixture of octa-, 
hepta-, and hexa-esters of sucrose with 
fatty acids derived from edible fats and 
oils or fatty acid sources that are gen-
erally recognized as safe or approved 
for use as food ingredients. The chain 
lengths of the fatty acids are no less 
than 12 carbon atoms. 

(b) Olestra meets the specifications 
of the Food Chemicals Codex, 7th ed. 
(2010), pp. 744–746, which is incorporated 
by reference. The Director of the Office 
of the Federal Register approves this 
incorporation by reference in accord-
ance with 5 U.S.C. 552(a) and 1 CFR 
part 51. You may obtain copies from 
the United States Pharmacopeial Con-
vention, 12601 Twinbrook Pkwy., Rock-
ville, MD 20852 (Internet address http:// 
www.usp.org). Copies may be examined 
at the Food and Drug Administration’s 
Main Library, 10903 New Hampshire 
Ave., Bldg. 2, Third Floor, Silver 
Spring, MD 20993, 301–796–2039, or at the 
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National Archives and Records Admin-
istration (NARA). For information on 
the availability of this material at 
NARA, call 202–741–6030 or go to: http:// 
www.archives.gov/federal-register/cfr/ibr- 
locations.html. 

(c) Olestra may be used in place of 
fats and oils in prepackaged ready-to- 
eat savory (i.e., salty or piquant but 
not sweet) snacks and prepackaged, 
unpopped popcorn kernels that are 
ready-to-heat. In such foods, the addi-
tive may be used in place of fats and 
oils for frying or baking, in dough con-
ditioners, in sprays, in filling ingredi-
ents, or in flavors. 

(d) To compensate for any inter-
ference with absorption of fat soluble 
vitamins, the following vitamins shall 
be added to foods containing olestra: 
1.9 milligrams alpha-tocopherol equiva-
lents per gram olestra; 51 retinol 
equivalents per gram olestra (as 
retinyl acetate or retinyl palmitate); 12 
IU vitamin D per gram olestra; and 8 μg 
vitamin K1 per gram olestra. 

(e)(1) Vitamins A, D, E, and K present 
in foods as a result of the requirement 
in paragraph (d) of this section shall be 
declared in the listing of ingredients. 
Such vitamins shall not be considered 
in determining nutrient content for the 
nutritional label or for any nutrient 
claims, express or implied. 

(i) An asterisk shall follow vitamins 
A, D, E, and K in the listing of ingredi-
ents; 

(ii) The asterisk shall appear as a su-
perscript following each vitamin; 

(iii) Immediately following the ingre-
dient list an asterisk and statement, 
‘‘Dietarily insignificant’’ shall appear 
prominently and conspicuously as spec-
ified in § 101.2(c) of this chapter; 

(2) Olestra shall not be considered as 
a source of fat or calories for purposes 
of §§ 101.9 and 101.13 of this chapter. 

[61 FR 3171, Jan. 30, 1996; 61 FR 11546, Mar. 21, 
1996, as amended at 68 FR 46402, Aug. 5, 2003; 
69 FR 29432, May 24, 2004; 78 FR 71465, Nov. 29, 
2013] 

§ 172.868 Ethyl cellulose. 
The food additive ethyl cellulose may 

be safely used in food in accordance 
with the following prescribed condi-
tions: 

(a) The food additive is a cellulose 
ether containing ethoxy (OC2H5) groups 
attached by an ether linkage and con-
taining on an anhydrous basis not more 
than 2.6 ethoxy groups per 
anhydroglucose unit. 

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

(1) As a binder and filler in dry vita-
min preparations. 

(2) As a component of protective 
coatings for vitamin and mineral tab-
lets. 

(3) As a fixative in flavoring com-
pounds. 

§ 172.869 Sucrose oligoesters. 

Sucrose oligoesters, as identified in 
this section, may be safely used in ac-
cordance with the following conditions: 

(a) Sucrose oligoesters consist of 
mixtures of sucrose fatty acid esters 
with an average degree of 
esterification ranging from four to 
seven. It is produced by 
interesterification of sucrose with 
methyl esters of fatty acids derived 
from edible fats and oils (including hy-
drogenated fats and oils). The only sol-
vents which may be used in the prepa-
ration of sucrose oligoesters are di-
methyl sulfoxide, isobutyl alcohol, and 
those solvents generally recognized as 
safe in food. 

(b) Sucrose oligoesters meet the spec-
ifications in the methods listed in the 
table in this paragraph. The methods 
for determining compliance with each 
specification are incorporated by ref-
erence. The Director of the Office of 
the Federal Register approves this in-
corporation by reference in accordance 
with 5 U.S.C. 552(a) and 1 CFR part 51. 
Copies may be examined at the Food 
and Drug Administration’s Main Li-
brary, 10903 New Hampshire Ave., Bldg. 
2, Third Floor, Silver Spring, MD 20993, 
301–796–2039, or at the National Ar-
chives and Records Administration 
(NARA). For information on the avail-
ability of this material at NARA, call 
202–741–6030 or go to: http:// 
www.archives.gov/federal-register/cfr/ibr- 
locations.html. Copies of the methods 
are available from the sources listed in 
the table in this paragraph: 
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