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1 Copies may be obtained from: National
Academy Press, 2101 Constitution Ave. NW.,
Washington, DC 20418 or examined at the Of-
fice of the Federal Register, 800 North Cap-
itol Street, NW., suite 700, Washington, DC
20408.

control reagent blank. If the corrected ab-
sorbance does not exceed the limits pre-
scribed, the samples meet the ultraviolet ab-
sorbance specifications.

The reagent blank is prepared by using 200
milliliters of purified water in place of the
citric acid solution and carrying the water
sample through the procedure. The typical
control reagent blank should not exceed 0.03
absorbance per centimeter path length be-
tween 280 and 299 nanometers, 0.02 absorb-
ance per centimeter path length between 300
and 359 nanometers, and 0.01 absorbance per
centimeter path length between 360 and 400
nanometers.

[42 FR 14491, Mar. 15, 1977, as amended at 47
FR 11838, Mar. 19, 1982; 49 FR 10106, Mar. 19,
1984; 54 FR 24897, June 12, 1989]

§ 173.170 Aminoglycoside 3′-phospho-
transferase II.

The food additive aminoglycoside 3′-
phosphotransferase II may be safely
used in the development of genetically
modified cotton, oilseed rape, and to-
matoes in accordance with the fol-
lowing prescribed conditions:

(a) The food additive is the enzyme
aminoglycoside 3′-phosphotransferase
II (CAS Reg. No. 58943–39–8) which cata-
lyzes the phosphorylation of certain
aminoglycoside antibiotics, including
kanamycin, neomycin, and gentamicin.

(b) Aminoglycoside 3′-phosphotrans-
ferase II is encoded by the kanr gene
originally isolated from transposon Tn5

of the bacterium Escherichia coli.
(c) The level of the additive does not

exceed the amount reasonably required
for selection of plant cells carrying the
kanr gene along with the genetic mate-
rial of interest.

[59 FR 26711, May 23, 1994]

Subpart C—Solvents, Lubricants,
Release Agents and Related
Substances

§ 173.210 Acetone.
A tolerance of 30 parts per million is

established for acetone in spice
oleoresins when present therein as a
residue from the extraction of spice.

§ 173.220 1,3-Butylene glycol.
1,3-Butylene glycol (1,3-butanediol)

may be safely used in food in accord-
ance with the following prescribed con-
ditions:

(a) The substance meets the fol-
lowing specifications:

(1) 1,3-Butylene glycol content: Not
less than 99 percent.

(2) Specific gravity at 20/20 °C: 1.004
to 1.006.

(3) Distillation range: 200°–215 °C.
(b) It is used in the minimum amount

required to perform its intended effect.
(c) It is used as a solvent for natural

and synthetic flavoring substances ex-
cept where standards of identity issued
under section 401 of the act preclude
such use.

§ 173.228 Ethyl acetate.
Ethyl acetate (CAS Reg. No. 141–78–6)

may be safely used in food in accord-
ance with the following conditions:

(a) The additive meets the specifica-
tions of the Food Chemicals Codex, 1

(Ethyl Acetate; p. 372, 3d Ed., 1981),
which are incorporated by reference.

(b) The additive is used in accordance
with current good manufacturing prac-
tice as a solvent in the decaffeination
of coffee and tea.

[47 FR 146, Jan. 5, 1982, as amended at 49 FR
28548, July 13, 1984]

§ 173.230 Ethylene dichloride.
A tolerance of 30 parts per million is

established for ethylene dichloride in
spice oleoresins when present therein
as a residue from the extraction of
spice; Provided, however, That if resi-
dues of other chlorinated solvents are
also present the total of all residues of
such solvents shall not exceed 30 parts
per million.

§ 173.240 Isopropyl alcohol.
Isopropyl alcohol may be present in

the following foods under the condi-
tions specified:

(a) In spice oleoresins as a residue
from the extraction of spice, at a level
not to exceed 50 parts per million.

(b) In lemon oil as a residue in pro-
duction of the oil, at a level not to ex-
ceed 6 parts per million.
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(c) In hops extract as a residue from
the extraction of hops at a level not to
exceed 2.0 percent by weight: Provided,
That,

(1) The hops extract is added to the
wort before or during cooking in the
manufacture of beer.

(2) The label of the hops extract
specifies the presence of the isopropyl
alcohol and provides for the use of the
hops extract only as prescribed by
paragraph (c)(1) of this section.

§ 173.250 Methyl alcohol residues.
Methyl alcohol may be present in the

following foods under the conditions
specified:

(a) In spice oleoresins as a residue
from the extraction of spice, at a level
not to exceed 50 parts per million.

(b) In hops extract as a residue from
the extraction of hops, at a level not to
exceed 2.2 percent by weight; Provided,
That:

(1) The hops extract is added to the
wort before or during cooking in the
manufacture of beer.

(2) The label of the hops extract
specifies the presence of methyl alco-
hol and provides for the use of the hops
extract only as prescribed by para-
graph (b)(1) of this section.

§ 173.255 Methylene chloride.
Methylene chloride may be present in

food under the following conditions:
(a) In spice oleoresins as a residue

from the extraction of spice, at a level
not to exceed 30 parts per million; Pro-
vided, That, if residues of other
chlorinated solvents are also present,
the total of all residues of such sol-
vents shall not exceed 30 parts per mil-
lion.

(b) In hops extract as a residue from
the extraction of hops, at a level not to
exceed 2.2 percent, Provided, That:

(1) The hops extract is added to the
wort before or during cooking in the
manufacture of beer.

(2) The label of the hops extract iden-
tifies the presence of the methylene
chloride and provides for the use of the
hops extract only as prescribed by
paragraph (b)(1) of this section.

(c) In coffee as a residue from its use
as a solvent in the extraction of caf-
feine from green coffee beans, at a level
not to exceed 10 parts per million (0.001

percent) in decaffeinated roasted coffee
and in decaffeinated soluble coffee ex-
tract (instant coffee).

§ 173.270 Hexane.

Hexane may be present in the fol-
lowing foods under the conditions spec-
ified:

(a) In spice oleoresins as a residue
from the extraction of spice, at a level
not to exceed 25 parts per million.

(b) In hops extract as a residue from
the extraction of hops, at a level not to
exceed 2.2 percent by weight; Provided,
That:

(1) The hops extract is added to the
wort before or during cooking in the
manufacture of beer.

(2) The label of the hops extract
specifies the presence of the hexane
and provides for the use of the hops ex-
tract only as prescribed by paragraph
(b)(1) of this section.

§ 173.275 Hydrogenated sperm oil.

The food additive hydrogenated
sperm oil may be safely used in accord-
ance with the following prescribed con-
ditions:

(a) The sperm oil is derived from ren-
dering the fatty tissue of the sperm
whale or is prepared by synthesis of
fatty acids and fatty alcohols derived
from the sperm whale. The sperm oil
obtained by rendering is refined. The
oil is hydrogenated.

(b) It is used alone or as a component
of a release agent or lubricant in bak-
ery pans.

(c) The amount used does not exceed
that reasonably required to accomplish
the intended lubricating effect.

§ 173.280 Solvent extraction process
for citric acid.

A solvent extraction process for re-
covery of citric acid from conventional
Aspergillus niger fermentation liquor
may be safely used to produce food-
grade citric acid in accordance with
the following conditions:

(a) The solvent used in the process
consists of a mixture of n-octyl alcohol
meeting the requirements of § 172.864 of
this chapter, synthetic isoparaffinic
petroleum hydrocarbons meeting the
requirements of § 172.882 of this chap-
ter, and tridodecyl amine.
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(b) The component substances are
used solely as a solvent mixture and in
a manner that does not result in for-
mation of products not present in con-
ventionally produced citric acid.

(c) The citric acid so produced meets
the specifications of the ‘‘Food Chemi-
cals Codex,’’ 3d Ed. (1981), pp. 86–87,
which is incorporated by reference
(copies may be obtained from the Na-
tional Academy Press, 2101 Constitu-
tion Ave. NW., Washington, DC 20418,
or may be examined at the Office of the
Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC
20408), and the polynuclear aromatic
hydrocarbon specifications of § 173.165.

(d) Residues of n-octyl alcohol and
synthetic isoparaffinic petroleum hy-
drocarbons are removed in accordance
with good manufacturing practice. Cur-
rent good manufacturing practice re-
sults in residues not exceeding 16 parts
per million (ppm) n-octyl alcohol and
0.47 ppm synthetic isoparaffinic petro-
leum hydrocarbons in citric acid.

(e) Tridodecyl amine may be present
as a residue in citric acid at a level not
to exceed 100 parts per billion.

[42 FR 14491, Mar. 15, 1977, as amended at 49
FR 10106, Mar. 19, 1984]

§ 173.290 Trichloroethylene.

Tolerances are established for resi-
dues of trichloroethylene resulting
from its use as a solvent in the manu-
facture of foods as follows:
Decaffeinated ground

coffee.
25 parts per million.

Decaffeinated soluble
(instant) coffee extract.

10 parts per million.

Spice oleoresins .............. 30 parts per million (pro-
vided that if residues
of other chlorinated
solvents are also
present, the total of all
residues of such sol-
vents in spice
oleoresins shall not ex-
ceed 30 parts per mil-
lion).

Subpart D—Specific Usage
Additives

§ 173.300 Chlorine dioxide.

Chlorine dioxide (CAS Reg. No. 10049–
04–4) may be safely used in food in ac-
cordance with the following prescribed
conditions:

(a) The additive is generated by
treating an aqueous solution of sodium
chlorite with either chlorine gas or a
mixture of sodium hypochlorite and
hydrochloric acid. The generator efflu-
ent contains at least 90 percent (by
weight) of chlorine dioxide with re-
spect to all chlorine species as deter-
mined by Method 4500–ClO2 E in the
‘‘Standard Methods for the Examina-
tion of Water and Wastewater,’’ 18th
ed., 1992, or an equivalent method.
Method 4500–ClO2 E is incorporated by
reference in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. Copies are
available from the Center for Food
Safety and Applied Nutrition (HFS–
200), Food And Drug Administration,
200 C St., SW., Washington, DC 20204–
0001 and The American Public Health
Association, 1015 Fifteenth St., NW.,
Washington, DC 20005, or may be exam-
ined at the Office of the Federal Reg-
ister, 800 North Capitol St., NW., suite
700, Washington, DC.

(b)(1) The additive may be used as an
antimicrobial agent in water used in
poultry processing in an amount not to
exceed 3 parts per million (ppm) resid-
ual chlorine dioxide as determined by
Method 4500–ClO2 E, referenced in para-
graph (a) of this section, or an equiva-
lent method.

(2) The additive may be used as an
antimicrobial agent in water used to
wash fruits and vegetables that are not
raw agricultural commodities in an
amount not to exceed 3 ppm residual
chlorine dioxide as determined by
Method 4500–ClO2 E, referenced in para-
graph (a) of this section, or an equiva-
lent method. Treatment of the fruits
and vegetables with chlorine dioxide
shall be followed by a potable water
rinse or by blanching, cooking, or can-
ning.

[60 FR 11900, Mar. 3, 1995. Redesignated at 61
FR 14245, Apr. 1, 1996, as amended at 61 FR
14480, Apr. 2, 1996; 63 FR 38747, July 20, 1998]

§ 173.310 Boiler water additives.

Boiler water additives may be safely
used in the preparation of steam that
will contact food, under the following
conditions:

(a) The amount of additive is not in
excess of that required for its func-
tional purpose, and the amount of
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