§347.60

dressing. ‘“When using this product
[bullet] in some skin conditions, soak-
ing too long may overdry’’.

(d) Directions. The labeling of the
product contains the following infor-
mation under the heading ‘Direc-
tions™’:

(1) For products containing aluminum
acetate identified in §347.12(a)—(i) For
products used as a soak. ‘“‘For use as a
soak: [bullet] soak affected area for 15
to 30 minutes as needed, or as directed
by a doctor [bullet] repeat 3 times a
day or as directed by a doctor [bullet]
discard solution after each use’’.

(i1) For products used as a compress or
wet dressing. ‘‘For use as a compress or
wet dressing: [bullet] soak a clean, soft
cloth in the solution [bullet] apply
cloth loosely to affected area for 15 to
30 minutes [bullet] repeat as needed or
as directed by a doctor [bullet] discard
solution after each use”.

(2) For products containing aluminum
sulfate identified in § 347.12(b) for use as a
styptic pencil. ‘‘Moisten tip of pencil
with water and apply to the affected
area. Dry pencil after use.”

(3) For products containing witch hazel
identified in §347.12(c). ‘‘Apply as often
as needed”.

(e) Products formulated and labeled as
a styptic pencil and that meet the criteria
established in §201.66(d)(10) of this chap-
ter. The title, headings, subheadings,
and information described in §201.66(c)
of this chapter shall be printed in ac-
cordance with the following specifica-
tions:

(1) The labeling shall meet the re-
quirements of §201.66(c) of this chapter
except that the headings and informa-
tion described in §201.66(c)(3) and (c)(7)
may be omitted, and the headings, sub-
headings, and information described in
§201.66(c)(4) and (c)(b) may be presented
as follows:

(i) The heading and indication re-
quired by §201.66(c)(4) of this chapter
may be limited to: ‘“Use [in bold type]
stops bleeding of minor cuts from shav-
ing”.

(ii) The ‘“‘external use only’ warning
in §347.52(c)(1) and in §201.66(c)(5)(1) of
this chapter may be omitted. The sec-
ond warning in §347.52(c)(1) may state:
“‘avoid contact with eyes’. The warn-
ing in §201.66(c)(5)(x) may be limited to
the following: ‘“‘Keep out of reach of
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children.” The subheadings in
§201.66(c)(5)(iii) through (c)(b)(vii) may
be omitted, provided the information
after the heading ‘“Warning’’ contains
the warnings in this paragraph.

(2) The labeling shall be printed in
accordance with the requirements of
§201.66(d) of this chapter except that
any requirements related to
§201.66(c)(3) and (c)(7), and the hori-
zontal barlines and hairlines described
in §201.66(d)(8), may be omitted.

[68 FR 33377, June 4, 2003, as amended at 68
FR 35293, June 13, 2003; 69 FR 3005, Jan. 22,
2004]

§347.60 Labeling of permitted com-
binations of active ingredients.

The statement of identity, indica-
tions, warnings, and directions for use,
respectively, applicable to each ingre-
dient in the product may be combined
to eliminate duplicative words or
phrases so that the resulting informa-
tion is clear and understandable.

(a) Statement of identity. For a com-
bination drug product that has an es-
tablished name, the labeling of the
product states the established name of
the combination drug product, followed
by the statement of identity for each
ingredient in the combination, as es-
tablished in the statement of identity
sections of the applicable OTC drug
monographs. For a combination drug
product that does not have an estab-
lished name, the labeling of the prod-
uct states the statement of identity for
each ingredient in the combination, as
established in the statement of iden-
tity sections of the applicable OTC
drug monographs.

(b) Indications. The labeling of the
product states, under the heading
““Uses,” the indication(s) for each in-
gredient in the combination as estab-
lished in the indications sections of the
applicable OTC drug monographs, un-
less otherwise stated in this paragraph
(b). Other truthful and nonmisleading
statements, describing only the indica-
tions for use that have been established
in the applicable OTC drug monographs
or listed in this paragraph (b) may also
be used, as provided in §330.1(c)(2) of
this chapter, subject to the provisions
of section 502 of the Federal Food,
Drug, and Cosmetic Act (the act) relat-
ing to misbranding and the prohibition
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in section 301(d) of the act against the
introduction or delivery for introduc-
tion into interstate commerce of unap-
proved new drugs in violation of sec-
tion 505(a) of the act. In addition to the
required information identified in this
paragraph (b), the labeling of the prod-
uct may contain any of the ‘“‘other al-
lowable statements” that are identified
in the applicable monographs, provided
such statements are neither placed in
direct conjunction with information re-
quired to appear in the labeling nor oc-
cupy labeling space with greater prom-
inence or conspicuousness than the re-
quired information.

(1) Combinations of skin protectant and
external analgesic active ingredients in
$347.20(b). In addition to any or all of
the indications for skin protectant
drug products in §347.50(b)(1), any or all
of the allowable indications for exter-
nal analgesic drug products may be
used if the product is labeled for con-
current symptoms.

(2) Combinations of skin protectant and
first aid antiseptic active ingredients in
$347.20(c). In addition to any or all of
the indications for skin protectant
drug products in §347.50(b)(1), the re-
quired indications for first aid anti-
septic drug products should be used.

(3) Combinations of skin protectant and
sunscreen active ingredients in §347.20(d).
In addition to any or all of the indica-
tions for skin protectant drug products
in §347.50(b)(2)(i), the required indica-
tions for sunscreen drug products
should be used and any or all of the ad-
ditional indications for sunscreen drug
products may be used.

(¢c) Warnings. The labeling of the
product states, under the heading
“Warnings,”” the warning(s) for each in-
gredient in the combination, as estab-
lished in the warnings section of the
applicable OTC drug monographs un-
less otherwise stated in this paragraph
(c).

(1) For combinations containing a skin
protectant and a sunscreen identified in
$§$347.20(d) and 352.20(b). The warnings
for sunscreen drug ©products in
§3562.60(c) of this chapter are used.

(2) [Reserved]

(d) Directions. The labeling of the
product states, under the heading ‘‘Di-
rections,” directions that conform to
the directions established for each in-

§348.1

gredient in the directions sections of
the applicable OTC drug monographs,
unless otherwise stated in this para-
graph (d). When the time intervals or
age limitations for administration of
the individual ingredients differ, the
directions for the combination product
may not contain any dosage that ex-
ceeds those established for any indi-
vidual ingredient in the applicable OTC
drug monograph(s), and may not pro-
vide for use by any age group lower
than the highest minimum age limit
established for any individual ingre-
dient.

(1) For combinations containing a skin
protectant and a sunscreen identified in
$$347.20(d) and 352.20(b). The directions
for sunscreen drug ©products in
§352.60(d) of this chapter are used.

(2) [Reserved]
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Subpart A—General Provisions

§348.1 Scope.

(a) An over-the-counter external an-
algesic drug product in a form suitable
for topical administration is generally
recognized as safe and effective and is
not misbranded if it meets each condi-
tion in this part and each general con-
dition established in §330.1 of this
chapter.

(b) References in this part to regu-
latory sections of the Code of Federal
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