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(1) In fermented malt beverages in
amounts not to exceed 12 parts per mil-
lion.

(2) In noncarbonated soft drinks and
fruit-based beverages in amounts not
to exceed 20 parts per million, when
standards of identity established under
section 401 of the Act (21 U.S.C. 341) do
not preclude such use.

§ 172.150 4-Hydroxymethyl-2,6-di-tert-
butylphenol.

The food additive 4-hydroxymethyl-
2,6-di-tert-butylphenol may be safely
used in food in accordance with the fol-
lowing prescribed conditions:

(a) The additive has a solidification
point of 140 °C–141 °C.

(b) The additive is used as an anti-
oxidant alone or in combination with
other permitted antioxidants.

(c) The total amount of all anti-
oxidants added to such food shall not
exceed 0.02 percent of the oil or fat con-
tent of the food, including the essential
(volatile) oil content of the food.

§ 172.155 Natamycin (pimaricin).
(a) Natamycin (CAS Reg. No. 7681–93–

8), also known as pimaricin, is a pol-
yene macrolide antimycotic substance
possessing an empirical formula of
C33H47NO13 and a molecular weight of
665.7.

(b) The additive shall conform to the
following specifications:

Purity: 97 percent ±2 percent on an anhy-
drous basis.

Arsenic: Not more than 1 part per million.
Heavy metals (as Pb): Not more than 20 parts

per million.

(c) The additive may be applied on
cheese, as an antimycotic, in amounts
not to exceed 20 milligrams per kilo-
gram (20 parts per million) in the fin-
ished product as determined by Inter-
national Dairy Federation (IDF) Stand-
ard 140A:1992, ‘‘Cheese and Cheese
Rind–Determination of Natamycin
Content–Method by Molecular Absorp-
tion Spectrometry and by High-Per-
formance Liquid Chromatography,’’
which is incorporated by reference. The
Director of the Office of the Federal
Register approves this incorporation
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. Copies
are available from the Division of
Product Policy (HFS–206), Center for

Food Safety and Applied Nutrition,
Food and Drug Administration, 200 C
St. SW., Washington, DC 20204, or may
be examined at the Center for Food
Safety and Applied Nutrition’s Li-
brary, 200 C St. SW., rm. 3321, Wash-
ington, DC, or at the Office of the Fed-
eral Register, 800 North Capitol St.
NW., suite 700, Washington, DC.

[47 FR 26823, June 22, 1982, as amended at 50
FR 49536, Dec. 3, 1985; 63 FR 66015, Dec. 1,
1998; 66 FR 13847, Mar. 8, 2001]

§ 172.160 Potassium nitrate.
The food additive potassium nitrate

may be safely used as a curing agent in
the processing of cod roe, in an amount
not to exceed 200 parts per million of
the finished roe.

§ 172.165 Quaternary ammonium chlo-
ride combination.

The food additive, quaternary ammo-
nium chloride combination, may be
safely used in food in accordance with
the following conditions:

(a) The additive contains the fol-
lowing compounds: n-dodecyl dimethyl
benzyl ammonium chloride (CAS Reg.
No. 139–07–1); n-dodecyl dimethyl ethyl-
benzyl ammonium chloride (CAS Reg.
No. 27479–28–3); n-hexadecyl dimethyl
benzyl ammonium chloride (CAS Reg.
No. 122–18–9); n-octadecyl dimethyl
benzyl ammonium chloride (CAS Reg.
No. 122–19–0); n-tetradecyl dimethyl
benzyl ammonium chloride (CAS Reg.
No. 139–08–2); n-tetradecyl dimethyl
ethylbenzyl ammonium chloride (CAS
Reg. No. 27479–29–4).

(b) The additive meets the following
specifications: pH (5 percent active so-
lution) 7.0–8.0; total amines, maximum
1 percent as combined free amines and
amine hydrochlorides.

(c) The additive is used as an anti-
microbial agent, as defined in
§ 170.3(o)(2) of this chapter, in raw sugar
cane juice. It is added prior to clari-
fication when further processing of the
sugar cane juice must be delayed.

(d) The additive is applied to the
sugar juice in the following quantities,
based on the weight of the raw cane:

Component Parts per
million

n-Dodecyl dimethyl benzyl ammonium chloride 0.25–1.0
n-Dodecyl dimethyl ethylbenzyl ammonium

chloride ........................................................... 3.4–13.5
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Component Parts per
million

n-Hexadecyl dimethyl benzyl ammonium chlo-
ride ................................................................. 1.5–6.0

n-Octadecyl dimethyl benzyl ammonium chlo-
ride ................................................................. 0.25–1.0

n-Tetradecyl dimethyl benzyl ammonium chlo-
ride ................................................................. 3.0–12.0

n-Tetradecyl dimethyl ethylbenzyl ammonium
chloride ........................................................... 1.6–6.5

[50 FR 3890, Jan. 29, 1985]

§ 172.170 Sodium nitrate.
The food additive sodium nitrate

may be safely used in or on specified
foods in accordance with the following
prescribed conditions:

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

(1) As a preservative and color fixa-
tive, with or without sodium nitrite, in
smoked, cured sablefish, smoked, cured
salmon, and smoked, cured shad, so
that the level of sodium nitrate does
not exceed 500 parts per million and the
level of sodium nitrite does not exceed
200 parts per million in the finished
product.

(2) As a preservative and color fixa-
tive, with or without sodium nitrite, in
meat-curing preparations for the home
curing of meat and meat products (in-
cluding poultry and wild game), with
directions for use which limit the
amount of sodium nitrate to not more
than 500 parts per million in the fin-
ished meat product and the amount of
sodium nitrite to not more than 200
parts per million in the finished meat
product.

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

(1) The label of the additive or of a
mixture containing the additive shall
bear:

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

of the additive in any mixture.
(2) If in a retail package intended for

household use, the label and labeling of
the additive, or of a mixture con-
taining the additive, shall bear ade-
quate directions for use to provide a
final food product that complies with
the limitations prescribed in paragraph
(a) of this section.

(3) If in a retail package intended for
household use, the label of the additive

or of a mixture containing the addi-
tive, shall bear the statement ‘‘Keep
out of the reach of children’’.

§ 172.175 Sodium nitrite.

The food additive sodium nitrite may
be safely used in or on specified foods
in accordance with the following pre-
scribed conditions:

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

(1) As a color fixative in smoked
cured tunafish products so that the
level of sodium nitrite does not exceed
10 parts per million (0.001 percent) in
the finished product.

(2) As a preservative and color fixa-
tive, with or without sodium nitrate,
in smoked, cured sablefish, smoked,
cured salmon, and smoked, cured shad
so that the level of sodium nitrite does
not exceed 200 parts per million and the
level of sodium nitrate does not exceed
500 parts per million in the finished
product.

(3) As a preservative and color fixa-
tive, with sodium nitrate, in meat-cur-
ing preparations for the home curing of
meat and meat products (including
poultry and wild game), with directions
for use which limit the amount of so-
dium nitrite to not more than 200 parts
per million in the finished meat prod-
uct, and the amount of sodium nitrate
to not more than 500 parts per million
in the finished meat product.

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

(1) The label of the additive or of a
mixture containing the additive shall
bear:

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

of the additive in any mixture.
(2) If in a retail package intended for

household use, the label and labeling of
the additive, or of a mixture con-
taining the additive, shall bear ade-
quate directions for use to provide a
final food product which complies with
the limitations prescribed in paragraph
(a) of this section.

(3) If in a retail package intended for
household use, the label of the addi-
tive, or of a mixture containing the ad-
ditive, shall bear the statement ‘‘Keep
out of the reach of children’’.
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