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(2) A horizontal line must separate
the information required by paragraphs
(a), (b), and (c) of this section.

(3) The headings listed in paragraphs
(a)(5) through (a)(13) of this section
must be presented in the center of a
horizontal line.

(4) If there are multiple subheadings
listed under paragraphs (a)(4) through
(a)(13) of this section, each subheading
must be preceded by a bullet point.

(5) The labeling information required
by paragraphs (a)(1) through (a)4),
(a)(11)(ii) through (a)(11)(iv), and (a)(14)
of this section must be in bold print.

(6) The letter height or type size for
all labeling information, headings, and
subheadings set forth in paragraphs (a),
(b), and (c) of this section must be a
minimum of 8 points, except for label-
ing information that is on or within
the package from which the drug is to
be dispensed, which must be a min-
imum of 6 points.

(7) The identifying numbers required
by §201.56(d) and paragraphs (c)(1)
through (c¢)(18) of this section must be
presented in bold print and must pre-
cede the heading or subheading by at
least two square em’s (i.e., two squares
of the size of the letter ‘“m’ in 8 point
type).

(8) The information required by para-
graph (a) of this section, not including
the information required under para-
graph (a)(4) of this section, must be
limited in length to an amount that, if
printed in 2 columns on a standard
sized piece of typing paper (8 1/2 by 11
inches), single spaced, in 8 point type
with 1/2-inch margins on all sides and
between columns, would fit on one-half
of the page.

(9) Sections or subsections of labeling
that are identified as containing recent
major changes under paragraph (a)(b)
of this section must be highlighted in
the full prescribing information by the
inclusion of a vertical line on the left
edge of the new or modified text.

(10) For the information required by
paragraph (b) of this section, each sec-
tion heading must be in bold print.
Each subheading within a section must
be indented and not bolded.

[71 FR 3988, Jan. 24, 2006]
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§201.58 Waiver of labeling require-
ments.

An applicant may ask the Food and
Drug Administration to waive any re-
quirement under §§201.56, 201.57, and
201.80. A waiver request must be sub-
mitted in writing to the Director (or
the Director’s designee), Center for
Drug Evaluation and Research, Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, or, if appli-
cable, the Director (or the Director’s
designee), Center for Biologics Evalua-
tion and Research, Food and Drug Ad-
ministration, 1401 Rockville Pike, suite
200 North, Rockville, MD 20852-1448.
The waiver must be granted or denied
in writing by the Director or the Direc-
tor’s designee.

[71 FR 3996, Jan. 24, 2006]

Subpart C—Labeling Require-
ments for Over-the-Counter
Drugs

SOURCE: 41 FR 6908, Feb. 13, 1976, unless
otherwise noted.

§201.60 Principal display panel.

The term principal display panel, as it
applies to over-the-counter drugs in
package form and as used in this part,
means the part of a label that is most
likely to Dbe displayed, presented,
shown, or examined under customary
conditions of display for retail sale.
The principal display panel shall be
large enough to accommodate all the
mandatory label information required
to be placed thereon by this part with
clarity and conspicuousness and with-
out obscuring designs, vignettes, or
crowding. Where packages bear alter-
nate principal display panels, informa-
tion required to be placed on the prin-
cipal display panel shall be duplicated
on each principal display panel. For
the purpose of obtaining uniform type
size in declaring the quantity of con-
tents for all packages of substantially
the same size, the term area of the prin-
cipal display panel means the area of
the side or surface that bears the prin-
cipal display panel, which area shall
be:

(a) In the case of a rectangular pack-
age where one entire side properly can
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be considered to be the principal dis-
play 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 con-
tainer times the circumference; and

(c) In the case of any other shape of
container, 40 percent of the total sur-
face of the container: Provided, how-
ever, That where such container pre-
sents an obvious ‘‘principal display
panel” such as the top of a triangular
or circular package, the area shall con-
sist of the entire top surface.

In determining the area of the prin-
cipal display panel, exclude tops, bot-
toms, flanges at the tops and bottoms
of cans, and shoulders and necks of bot-
tles or jars. In the case of cylindrical
or nearly cylindrical containers, infor-
mation required by this part to appear
on the principal display panel shall ap-
pear within that 40 percent of the cir-
cumference which is most likely to be
displayed, presented, shown, or exam-
ined under customary conditions of dis-
play for retail sale.

§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 fea-
tures 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-the-
counter drug that is a mixture and that
has no established name, this require-
ment shall be deemed to be satisfied by
a prominent and conspicuous state-
ment of the general pharmacological
action(s) of the mixture or of its prin-
cipal 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 des-
ignation and shall employ terms de-
scriptive of general pharmacological
category(ies) or principal intended ac-
tion(s); for example, ‘‘antacid,” ‘‘an-
algesic,”” ‘‘decongestant,” ‘‘antihis-
taminic,” etc. The indications for use
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shall be included in the directions for
use of the drug, as required by section
502(f)(1) of the act and by the regula-
tions in this part.

(c) The statement of identity shall be
presented in bold face type on the prin-
cipal display panel, shall be in a size
reasonably related to the most promi-
nent 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 dec-
laration of the net quantity of con-
tents. 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 tab-
let, capsule, ampule, or other unit form
and the quantity of devices shall be ex-
pressed 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, 2560 milligrams each’:
Provided, That:

(1) In the case of a firmly established,
general consumer usage and trade cus-
tom 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 infor-
mation 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 pack-
age form shall be expressed in terms of
linear measure augmented by a state-
ment of its width.

(2) Whenever the Commissioner de-
termines for a specific packaged drug
that an existing practice of declaring
net quantity of contents by weight,



