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Food and Drug Administration, HHS § 201.5 

name may be preceded or followed by 
the name of the particular division of 
the corporation. ‘‘Company,’’ ‘‘Incor-
porated,’’ etc., may be abbreviated or 
omitted and ‘‘The’’ may be omitted. In 
the case of an individual, partnership, 
or association, the name under which 
the business is conducted shall be used. 

(h)(1) Except as provided in this sec-
tion, no person other than the manu-
facturer, packer, or distributor may be 
identified on the label of a drug or drug 
product. 

(2) The appearance on a drug product 
label of a person’s name without quali-
fication is a representation that the 
named person is the sole manufacturer 
of the product. That representation is 
false and misleading, and the drug 
product is misbranded under section 
502(a) of the act, if the person is not 
the manufacturer of the product in ac-
cordance with this section. 

(3) If the names of two or more per-
sons appear on the label of a drug or 
drug product, the label may identify 
which of the persons is to be contacted 
for further information about the prod-
uct. 

(4) If a trademark appears on the 
drug or drug product label or appears 
as a mark directly on the drug product 
(e.g., tablet or capsule), the label may 
identify the holder or licensee of the 
trademark. The label may also state 
whether the person identified holds the 
trademark or is licensee of the trade-
mark. 

(5) If the distributor is named on the 
label, the name shall be qualified by 
one of the following phrases: ‘‘Manu-
factured for llllll’’, ‘‘Distributed 
by llllll’’, ‘‘Manufactured by 
llllll for llllll’’, ‘‘Manu-
factured for lllllby lllll’’, 
‘‘Distributor: llllll’’, ‘‘Marketed 
by llllll’’. The qualifying phrases 
may be abbreviated. 

(6) If the packer is identified on the 
label, the name shall be qualified by 
the phrase ‘‘Packed by llllll’’ or 
‘‘Packaged by llllll’’. The quali-
fying phrases may be abbreviated. 

(i) The statement of the place of busi-
ness shall include the street address, 
city, State, and ZIP Code. For a foreign 
manufacturer, the statement of the 
place of business shall include the 
street address, city, country, and any 

applicable mailing code. The street ad-
dress may be omitted if it is shown in 
a current city directory or telephone 
directory. The requirement for inclu-
sion of the ZIP Code shall apply to con-
sumer commodity labels developed or 
revised after July 1, 1969. In the case of 
nonconsumer packages, the ZIP Code 
shall appear either on the label or the 
labeling (including the invoice). 

(j) If a person manufactures, packs, 
or distributes a drug or drug product at 
a place other than the person’s prin-
cipal place of business, the label may 
state the principal place of business in 
lieu of the actual place where such 
drug or drug product was manufactured 
or packed or is to be distributed, unless 
such statement would be misleading. 

(k) Paragraphs (b), (c), (d), (e), and (f) 
of this section, do not apply to the la-
beling of drug components. 

(l) A drug product is misbranded 
under section 502(a) of the act if its la-
beling identifies a person as manufac-
turer, packer, or distributor, and that 
identification does not meet the re-
quirements of this section. 

(m) This section does not apply to bi-
ological drug products that are subject 
to the requirements of section 351 of 
the Public Health Service Act, 42 
U.S.C. 262. 

[45 FR 25775, Apr. 15, 1980; 45 FR 72118, Oct. 
31, 1980, as amended at 48 FR 37620, Aug. 19, 
1983] 

§ 201.2 Drugs and devices; National 
Drug Code numbers. 

The National Drug Code (NDC) num-
ber is requested but not required to ap-
pear on all drug labels and in all drug 
labeling, including the label of any pre-
scription drug container furnished to a 
consumer. If the NDC number is shown 
on a drug label, it shall be displayed as 
required in § 207.35(b)(3) of this chapter. 

[40 FR 52002, Nov. 7, 1975] 

§ 201.5 Drugs; adequate directions for 
use. 

Adequate directions for use means di-
rections under which the layman can 
use a drug safely and for the purposes 
for which it is intended. (Section 
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201.128 defines ‘‘intended use.’’) Direc-
tions for use may be inadequate be-
cause, among other reasons, of omis-
sion, in whole or in part, or incorrect 
specification of: 

(a) Statements of all conditions, pur-
poses, or uses for which such drug is in-
tended, including conditions, purposes, 
or uses for which it is prescribed, rec-
ommended, or suggested in its oral, 
written, printed, or graphic adver-
tising, and conditions, purposes, or 
uses for which the drug is commonly 
used; except that such statements shall 
not refer to conditions, uses, or pur-
poses for which the drug can be safely 
used only under the supervision of a 
practitioner licensed by law and for 
which it is advertised solely to such 
practitioner. 

(b) Quantity of dose, including usual 
quantities for each of the uses for 
which it is intended and usual quan-
tities for persons of different ages and 
different physical conditions. 

(c) Frequency of administration or 
application. 

(d) Duration of administration or ap-
plication. 

(e) Time of administration or appli-
cation (in relation to time of meals, 
time of onset of symptoms, or other 
time factors). 

(f) Route or method of administra-
tion or application. 

(g) Preparation for use, i.e., shaking, 
dilution, adjustment of temperature, 
or, other manipulation or process. 

[41 FR 6908, Feb. 13, 1976] 

§ 201.6 Drugs; misleading statements. 

(a) Among representations in the la-
beling of a drug which render such drug 
misbranded is a false or misleading 
representation with respect to another 
drug or a device or a food or cosmetic. 

(b) The labeling of a drug which con-
tains two or more ingredients may be 
misleading by reason, among other rea-
sons, of the designation of such drug in 
such labeling by a name which includes 
or suggests the name of one or more 
but not all such ingredients, even 
though the names of all such ingredi-
ents are stated elsewhere in the label-
ing. 

[41 FR 6908, Feb. 13, 1976] 

§ 201.10 Drugs; statement of ingredi-
ents. 

(a) The ingredient information re-
quired by section 502(e) of the Federal 
Food, Drug, and Cosmetic Act shall ap-
pear together, without any intervening 
written, printed, or graphic matter, ex-
cept the proprietary names of ingredi-
ents, which may be included with the 
listing of established names, and such 
statements that are specifically re-
quired for certain ingredients by the 
act or regulations in this chapter. 

(b) The term ingredient applies to any 
substance in the drug, whether added 
to the formulation as a single sub-
stance or in admixture with other sub-
stances. 

(c) The labeling of a drug may be 
misleading by reason (among other rea-
sons) of: 

(1) The order in which the names of 
the ingredients present in the drug ap-
pear in the labeling, or the relative 
prominence otherwise given such 
names. 

(2) Failure to reveal the proportion 
of, or other fact with respect to, an in-
gredient present in such drug, when 
such proportion or other fact is mate-
rial in the light of the representation 
that such ingredient is present in such 
drug. 

(3) The employment of a fanciful pro-
prietary name for a drug or ingredient 
in such a manner as to imply that the 
drug or ingredient has some unique ef-
fectiveness or composition when, in 
fact, the drug or ingredient is a com-
mon substance, the limitations of 
which are readily recognized when the 
drug or ingredient is listed by its es-
tablished name. 

(4) The featuring in the labeling of 
inert or inactive ingredients in a man-
ner that creates an impression of value 
greater than their true functional role 
in the formulation. 

(5) Designation of a drug or ingre-
dient by a proprietary name that, be-
cause of similarity in spelling or pro-
nunciation, may be confused with the 
proprietary name or the established 
name of a different drug or ingredient. 

(d)(1) If the drug is in tablet or cap-
sule form or other unit dosage form, 
any statement of the quantity of an in-
gredient contained therein shall ex-
press the quantity of such ingredient in 
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