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(c)(1) All words, statements, and 
other information required by or under 
authority of the act to appear on the 
label or labeling shall appear thereon 
in the English language: Provided, how-
ever, That in the case of articles dis-
tributed solely in the Commonwealth 
of Puerto Rico or in a Territory where 
the predominant language is one other 
than English, the predominant lan-
guage may be substituted for English. 

(2) If the label contains any represen-
tation in a foreign language, all words, 
statements, and other information re-
quired by or under authority of the act 
to appear on the label shall appear 
thereon in the foreign language. 

(3) If the labeling contains any rep-
resentation in a foreign language, all 
words, statements, and other informa-
tion required by or under authority of 
the act to appear on the label or label-
ing shall appear on the labeling in the 
foreign language.

§ 801.16 Medical devices; Spanish-lan-
guage version of certain required 
statements. 

If devices restricted to prescription 
use only are labeled solely in Spanish 
for distribution in the Commonwealth 
of Puerto Rico where Spanish is the 
predominant language, such labeling is 
authorized under § 801.15(c).

Subpart B [Reserved]

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

§ 801.60 Principal display panel. 
The term principal display panel, as it 

applies to over-the-counter devices in 
package form and as used in this part, 
means the part of a label that is most 
likely to be 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 
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.

§ 801.61 Statement of identity. 

(a) The principal display panel of an 
over-the-counter device 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 common name of the 
device followed by an accurate state-
ment of the principal intended ac-
tion(s) of the device. Such statement 
shall be placed in direct conjunction 
with the most prominent display of the 
name and shall employ terms descrip-
tive of the principal intended action(s). 
The indications for use shall be in-
cluded in the directions for use of the 
device, as required by section 502(f)(1) 

VerDate Jan<31>2003 09:00 Apr 25, 2003 Jkt 200070 PO 00000 Frm 00016 Fmt 8010 Sfmt 8010 Y:\SGML\200070T.XXX 200070T


