
189

Food and Drug Administration, HHS § 107.10

605), Food and Drug Administration,
200 C St. SW., Washington, DC 20204,
and to the appropriate Food and Drug
Administration district office specified
in § 5.115.

[47 FR 17025, Apr. 20, 1982, as amended at 54
FR 24891, June 12, 1989; 61 FR 14479, Apr. 2,
1996]
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Subpart A—General Provisions

§ 107.3 Definitions.
The following definitions shall apply,

in addition to the definitions contained
in section 201 of the Federal Food,
Drug, and Cosmetic Act (the act):

Exempt formula. An exempt infant for-
mula is an infant formula intended for
commercial or charitable distribution
that is represented and labeled for use
by infants who have inborn errors of
metabolism or low birth weight, or who

otherwise have unusual medical or die-
tary problems.

Manufacturer. A manufacturer is a
person who prepares, reconstitutes, or
otherwise changes the physical or
chemical characteristics of an infant
formula or packages the infant formula
in containers for distribution.

References. References in this part to
regulatory sections of the Code of Fed-
eral Regulations are to chapter I of
title 21, unless otherwise noted.

[50 FR 48186, Nov. 22, 1985]

Subpart B—Labeling
§ 107.10 Nutrient information.

(a) The labeling of infant formulas,
as defined in section 201(aa) of the Fed-
eral Food, Drug, and Cosmetic Act,
shall bear in the order given, in the
units specified, and in tabular format,
the following information regarding
the product as prepared in accordance
with label directions for infant con-
sumption:

(1) A statement of the number of
fluid ounces supplying 100 kilocalories
(in case of food label statements, a
kilocalorie is represented by the word
‘‘Calorie’’); and

(2) A statement of the amount of
each of the following nutrients sup-
plied by 100 kilocalories:

Nutrients Unit of measurement

Protein ............................................. Grams.
Fat ................................................... Do.
Carbohydrate ................................... Do.
Water ............................................... Do.
Linoleic acid ..................................... Milligrams.
Vitamins:

Vitamin A .................................. International units.
Vitamin D .................................. Do.
Vitamin E .................................. Do.
Vitamin K .................................. Micrograms.
Thiamine (Vitamin B 1) ............. Do.
Riboflavin (Vitamin B 2 .............. Do.
Vitamin B 6 ................................ Do.
Vitamin B 12 .............................. Do.
Niacin ....................................... Do.
Folic acid (Folacin) ................... Do.
Pantothenic acid ....................... Do.
Biotin ........................................ Do.
Vitamin C (Ascorbic acid) ........ Milligrams.
Choline ..................................... Do.
Inositol ...................................... Do.

Minerals:
Calcium .................................... Milligrams.
Phosphorus .............................. Do.
Magnesium ............................... Do.
Iron ........................................... Do.
Zinc ........................................... Do.
Manganese ............................... Micrograms.
Copper ...................................... Do.
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