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(a) In the case of a rectangular package where one entire side properly can
be considered to be the principal display panel side, the product of the
height times the width of that side;
(b) In the case of a cylindrical or
nearly cylindrical container, 40 percent
of the product of the height of the container times the circumference; and
(c) In the case of any other shape of
container, 40 percent of the total surface of the container: Provided, however, That where such container presents an obvious ‘‘principal display
panel’’ such as the top of a triangular
or circular package, the area shall consist of the entire top surface.
In determining the area of the principal display panel, exclude tops, bottoms, flanges at the tops and bottoms
of cans, and shoulders and necks of bottles or jars. In the case of cylindrical
or nearly cylindrical containers, information required by this part to appear
on the principal display panel shall appear within that 40 percent of the circumference which is most likely to be
displayed, presented, shown, or examined under customary conditions of display for retail sale.

algesic,’’ ‘‘decongestant,’’ ‘‘antihistaminic,’’ etc. The indications for use
shall be included in the directions for
use of the drug, as required by section
502(f)(1) of the act and by the regulations in this part.
(c) The statement of identity shall be
presented in bold face type on the principal display panel, shall be in a size
reasonably related to the most prominent printed matter on such panel, and
shall be in lines generally parallel to
the base on which the package rests as
it is designed to be displayed.
§ 201.62 Declaration of net quantity of
contents.
(a) The label of an over-the-counter
drug in package form shall bear a declaration of the net quantity of contents. This shall be expressed in the
terms of weight, measure, numerical
count, or a combination or numerical
count and weight, measure, or size. The
statement of quantity of drugs in tablet, capsule, ampule, or other unit form
and the quantity of devices shall be expressed in terms of numerical count;
the statement of quantity for drugs in
other dosage forms shall be in terms of
weight if the drug is solid, semisolid, or
viscous, or in terms of fluid measure if
the drug is liquid. The drug quantity
statement shall be augmented when
necessary to give accurate information
as to the strength of such drug in the
package; for example, to differentiate
between several strengths of the same
drug ‘‘100 tablets, 5 grains each’’ or
‘‘100 capsules, 125 milligrams each’’ or
‘‘100 capsules, 250 milligrams each’’:
Provided, That:
(1) In the case of a firmly established,
general consumer usage and trade custom of declaring the quantity of a drug
in terms of linear measure or measure
of area, such respective term may be
used. Such term shall be augmented
when necessary for accuracy of information by a statement of the weight,
measure, or size of the individual units
or of the entire drug; for example, the
net quantity of adhesive tape in package form shall be expressed in terms of
linear measure augmented by a statement of its width.
(2) Whenever the Commissioner determines for a specific packaged drug
that an existing practice of declaring

§ 201.61 Statement of identity.
(a) The principal display panel of an
over-the-counter drug in package form
shall bear as one of its principal features a statement of the identity of the
commodity.
(b) Such statement of identity shall
be in terms of the established name of
the drug, if any there be, followed by
an accurate statement of the general
pharmacological category(ies) of the
drug or the principal intended action(s)
of the drug. In the case of an over-thecounter drug that is a mixture and that
has no established name, this requirement shall be deemed to be satisfied by
a prominent and conspicuous statement of the general pharmacological
action(s) of the mixture or of its principal intended action(s) in terms that
are meaningful to the layman. Such
statements shall be placed in direct
conjunction with the most prominent
display of the proprietary name or designation and shall employ terms descriptive of general pharmacological
category(ies) or principal intended action(s); for example, ‘‘antacid,’’ ‘‘an-
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