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(ii) For products for external use only
containing pramozxine hydrochloride iden-
tified in §346.10(g). Apply to the affected
area up to 5 times daily.

(7Y For products containing vaso-
constrictors identified in §346.12. Apply
to the affected area up to 4 times daily.

(8) For products for external use only
containing glycerin identified in
$346.14(a)(3) or witch hacel identified in
$346.18(b), and for products for external
and/or intrarectal use containing any pro-
tectant identified in §346.14(a)(1), (2), (4),
(5), (6), (7), and (9), and (b)(1), (2), (3),
and (4), or any astringent identified in
$346.18(a) and (c). Apply to the affected
area up to 6 times daily or after each
bowel movement.

(9) For products containing petrolatum
or white petrolatum  identified in
$346.14(a)(8) and (10). Apply liberally to
the affected area as often as necessary.

(e) The word ‘‘physician” may be sub-
stituted for the word ‘‘doctor’” in any
of the labeling statements in this sec-
tion.

[66 FR 31779, Aug. 3, 1990, as amended at 59
FR 28767, June 3, 1994; 64 FR 13295, Mar. 17,
1999]

§346.52 Labeling of permitted com-
binations of anorectal active ingre-
dients.

Indications, warnings, and directions
for use, respectively, applicable to each
ingredient in the product may be com-
bined 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 estab-
lished in §346.50(a). For a combination
drug product that does not have an es-
tablished name, the labeling of the
product states the statement of iden-
tity established in §346.50(a).

(b) Indications. The labeling of the
product states, under the heading ‘‘In-
dications,” the indication(s) for each
ingredient in the combination, as es-
tablished in the indications sections of
this subpart.

(c) Warnings. The labeling of the
product states, under the heading
“Warnings,” the warning(s) for each in-
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gredient in the combination, as estab-
lished in the warnings sections of this
subpart.

(d) Directions. The labeling of the
product states, under the heading ‘‘Di-
rections,” directions that conform to
the directions established for each in-
gredient in the directions sections of
this subpart. When the time intervals
or age limitations for administration
of the individual ingredients differ, the
directions for the combination product
may not exceed any maximum dosage
limits established for the individual in-
gredients in the applicable OTC drug
monograph.

PART  347—SKIN  PROTECTANT
DRUG PRODUCTS FOR OVER-THE-
COUNTER HUMAN USE

Subpart A—General Provisions

Sec.
347.1 Scope.
347.3 Definitions.

Subpart B—Active Ingredients

347.10 Skin protectant active ingredients.

347.12 Astringent active ingredients.

347.20 Permitted combinations of active in-
gredients.

Subpart C—Labeling

347.50 Labeling of skin protectant drug
products.

347.52 Labeling of astringent drug products.

347.60 Labeling of permitted combinations
of active ingredients.

AUTHORITY: 21 U.S.C. 321, 351, 352, 353, 355,
360, 371.

SOURCE: 58 FR 54462, Oct. 21, 1993, unless
otherwise noted.

Subpart A—General Provisions

§347.1 Scope.

(a) An over-the-counter skin protect-
ant drug product in a form suitable for
topical administration is generally rec-
ognized as safe and effective and is not
misbranded if it meets each condition
in this part and each general condition
established in §330.1 of this chapter.

(b) References in this part to regu-
latory sections of the Code of Federal
Regulations are to chapter I of title 21
unless otherwise noted.
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§347.3 Definitions.

As used in this part:

Astringent drug product. A drug prod-
uct applied to the skin or mucous
membranes for a local and limited pro-
tein coagulant effect.

Lip protectant drug product. A drug
product that temporarily prevents dry-
ness and helps relieve chapping of the
exposed surfaces of the lips; tradition-
ally called ‘‘lip balm.”

Poison ivy, oak, sumac dermatitis. An
allergic contact dermatitis due to ex-
posure to plants of the genus Rhus
(poison ivy, poison oak, poison sumac),
which contain urushiol, a potent skin-
sensitizer.

Skin protectant drug product. A drug
product that temporarily protects in-
jured or exposed skin or mucous mem-
brane surfaces from harmful or annoy-
ing stimuli, and may help provide re-
lief to such surfaces.

[68 FR 33376, June 4, 2003]
Subpart B—Active Ingredients

SOURCE: 68 FR 33377, June 4, 2003, unless
otherwise noted.

§347.10 Skin protectant active ingredi-
ents.

The active ingredients of the product
consist of any of the following, within
the concentration specified for each in-
gredient:

(a) Allantoin, 0.5 to 2 percent.

(b) Aluminum hydroxide gel, 0.15 to 5
percent.

(c) Calamine, 1 to 25 percent.

(d) Cocoa butter, 50 to 100 percent.

(e) Cod liver oil, 5 to 13.56 percent, in
accordance with §347.20(a)(1) or (a)(2),
provided the product is labeled so that
the quantity used in a 24-hour period
does not exceed 10,000 U.S.P. Units vi-
tamin A and 400 U.S.P. Units cholecal-
ciferol.

(f) Colloidal oatmeal, 0.007 percent
minimum; 0.003 percent minimum in
combination with mineral oil in ac-
cordance with §347.20(a)(4).

(g) Dimethicone, 1 to 30 percent.

(h) Glycerin, 20 to 45 percent.

(i) Hard fat, 50 to 100 percent.

(j) Kaolin, 4 to 20 percent.

(k) Lianolin, 12.5 to 50 percent.

§347.20

(1) Mineral oil, 50 to 100 percent; 30 to
35 percent in combination with col-
loidal oatmeal in accordance with
§347.20(a)(4).

(m) Petrolatum, 30 to 100 percent.

(n) [Reserved]

(0) Sodium bicarbonate.

(p) [Reserved]

(q) Topical starch, 10 to 98 percent.

(r) White petrolatum, 30 to 100 per-
cent.

(s) Zinc acetate, 0.1 to 2 percent.

(t) Zinc carbonate, 0.2 to 2 percent.

(u) Zinc oxide, 1 to 25 percent.

§347.12 Astringent active ingredients.

The active ingredient of the product
consists of any one of the following
within the specified concentration es-
tablished for each ingredient:

(a) Aluminum acetate, 0.13 to 0.5 per-
cent (depending on the formulation and
concentration of the marketed product,
the manufacturer must provide ade-
quate directions so that the resulting
solution to be used by the consumer
contains 0.13 to 0.5 percent aluminum
acetate).

(b) Aluminum sulfate, 46 to 63 per-
cent (the concentration is based on the
anhydrous equivalent).

(c) Witch hazel.

§347.20 Permitted combinations of ac-
tive ingredients.

(a) Combinations of skin protectant ac-
tive ingredients. (1) Any two or more of
the ingredients identified in §347.10(a),
(d), (e), (), (k), (1), (m), and (r) may be
combined provided the combination is
labeled according to §347.50(b)(1) and
provided each ingredient in the com-
bination is within the concentration
specified in §347.10.

(2) Any two or more of the ingredi-
ents identified in §347.10(a), (d), (e), (8),
M), @, k), 1), (m), and (r) may be
combined provided the combination is
labeled according to §347.50(b)(2) and
provided each ingredient in the com-
bination is within the concentration
specified in §347.10.

(3) Any two or more of the ingredi-
ents identified in §347.10(b), (c), (j), (s),
(t), and (u) may be combined provided
the combination is labeled according to
§347.50(b)(3) and provided each ingre-
dient in the combination is within the
concentration specified in §347.10.
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(4) The ingredients identified in
§347.10(f) and (1) may be combined pro-
vided the combination is labeled ac-
cording to §347.50(b)(7) and provided
each ingredient in the combination is
within the concentration specified in
§347.10.

(b) Combination of ingredients to pre-
pare an aluminum acetate solution. Alu-
minum sulfate tetradecahydrate may
be combined with calcium acetate
monohydrate in powder or tablet form
to provide a 0.13 to 0.5 percent alu-
minum acetate solution when the pow-
der or tablet is dissolved in the volume
of water specified in ‘‘Directions.”

(c) Combinations of skin protectant and
external analgesic active ingredients. Any
one (two when required to be in com-
bination) or more of the active ingredi-
ents identified in §347.10(a), (d), (e), (i),
(k), (1), (m), and (r) may be combined
with any of the following generally rec-
ognized as safe and effective external
analgesic active ingredients: Single
amine and ‘‘caine’-type local anes-
thetics, alcohols and ketones, antihis-
tamines, or any permitted combination
of these ingredients, but not with hy-
drocortisone, provided the product is
labeled according to §347.60(b)(1).

(d) Combinations of skin protectant and
first aid antiseptic active ingredients. Any
one (two when required to be in com-
bination) or more of the active ingredi-
ents identified in §347.10(a), (d), (e), (i),
(k), (1), (m), and (r) may be combined
with any generally recognized as safe
and effective single first aid antiseptic
active ingredient, or any permitted
combination of these ingredients, pro-
vided the product is labeled according
to §347.60(b)(2).

(e) Combinations of skin protectant and
sunscreen active ingredients. Any one
(two when required to be in combina-
tion) or more of the skin protectant ac-
tive ingredients identified in §347.10(a),
(@), (e), (), (), (1), (kK), (1), (M), and (r)
may be combined with any generally
recognized as safe and effective single
sunscreen active ingredient, or any
permitted combination of these ingre-
dients, provided the product meets the
conditions in §352.20(b) of this chapter
and is labeled according to
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§§347.60(b)(3) and 352.60(b) of this chap-
ter.

[68 FR 33377, June 4, 2003, as amended at 74
FR 9765, Mar. 6, 2009]

EFFECTIVE DATE NOTE: At 68 FR 33377, June
4, 2003, in §347.20 paragraph (d) was stayed
until further notice, effective June 4, 2004. At
74 FR 9765, Mar. 6, 2009, in §347.20, paragraph
(d) was redesignated as paragraph (e).

Subpart C—Labeling

SOURCE: 68 FR 33377, June 4, 2003, unless
otherwise noted.

§347.50 Labeling of skin protectant
drug products.

A skin protectant drug product may
have more than one labeled use and la-
beling appropriate to different uses
may be combined to eliminate duplica-
tive words or phrases as long as the la-
beling is clear and understandable.
When the labeling of the product con-
tains more than one labeled use, the
appropriate statement(s) of identity,
indications, warnings, and directions
must be stated in the labeling.

(a) Statement of identity. The labeling
of the product contains the established
name of the drug, if any, and identifies
the product with one or more of the
following:

(1) For any product. ‘‘Skin protect-
ant’” (optional, may add dosage form,
e.g., ‘‘cream,” ‘‘gel,” ‘‘lotion,” or
“‘ointment’’).

(2) For any product formulated as a lip
protectant. ‘‘Skin protectant,” ‘‘lip pro-
tectant,” or “lip balm’ (optional, may
add dosage form, e.g., ‘‘cream,” ‘‘gel,”
“lotion,” or ‘‘ointment”’).

(38) For products containing any ingre-
dient in §347.10(b), (c), (7), (s), (t), and
(u). ‘“‘Poison ivy, oak, sumac drying”’
(optional, may add dosage form, e.g.,
‘“‘cream,” ‘‘gel,” ‘‘lotion,” or ‘‘oint-
ment’’).

(4) For products containing any ingre-
dient in §347.10(b), (c), (f), (1), (0), (s), (1),
and (u). ‘“‘Poison ivy, oak, sumac pro-
tectant.”

(b) Indications. The labeling of the
product states, under the heading
““Uses,”” one or more of the phrases list-
ed in this paragraph (b), as appropriate.
Other truthful and nonmisleading
statements, describing only the uses
that have been established and listed in
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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 Cos-
metic Act (the act) relating to mis-
branding and the prohibition in section
301(d) of the act against the introduc-
tion or delivery for introduction into
interstate commerce of unapproved
new drugs in violation of section 505(a)
of the act.

(1) For products containing any ingre-
dient in §347.10(a), (d), (e), (i), (k), (1),
(m), and (r). The labeling states ‘‘tem-
porarily protects minor: [bullet]! cuts
[bullet] scrapes [bullet] burns”.

(2) For products containing any ingre-
dient in §347.10(a), (d), (e), (9), (h), (i),
k), (1), (m), and (r)—@{) The labeling
states (optional: ‘‘helps prevent and’’)
“temporarily protects’ (optional: ‘‘and
helps relieve’) (optional: ‘‘chafed,’’)
‘“‘chapped or cracked skin” (optional:
““and lips”’). This statement may be fol-
lowed by the optional statement:
“helps” (optional: ‘‘prevent and”’)
“protect from the drying effects of
wind and cold weather”. [If both state-
ments are used, each is preceded by a
bullet.]

(ii) For products formulated as a lip
protectant. The labeling states (op-
tional: ‘“‘helps prevent and”) ‘‘tempo-
rarily protects’ (optional: ‘‘and helps
relieve”’) (optional: “‘chafed,”’)
‘“‘chapped or cracked lips”. This state-
ment may be followed by the optional
statement: ‘‘helps’ (optional: ‘‘prevent
and’’) ‘“‘protect from the drying effects
of wind and cold weather”. [If both
statements are used, each is preceded
by a bullet.]

(3) For products containing any ingre-
dient in §347.10(b), (c), (5), (s), (t), and
(u). The labeling states ‘‘dries the ooz-
ing and weeping of poison: [bullet] ivy
[bullet] oak [bullet] sumac’.

(4) For products containing colloidal
oatmeal identified in §347.10(f). The la-
beling states ‘‘temporarily protects
and helps relieve minor skin irritation
and itching due to: [select one or more
of the following: ‘[bullet] rashes’ ‘[bul-
let] eczema’ ‘[bullet] poison ivy, oak,
or sumac’ ‘[bullet] insect bites’].”

1See §201.66(b)(4) of this chapter for defini-
tion of bullet symbol.

§347.50

(5) For products containing sodium bi-
carbonate identified in §347.10(0). The la-
beling states ‘‘temporarily protects
and helps relieve minor skin irritation
and itching due to: [bullet] poison ivy,
oak, or sumac [bullet] insect bites’’.

(6) For products containing topical
starch identified in §347.10(q). The label-
ing states ‘‘temporarily protects and
helps relieve minor skin irritation”.

(7)) For products containing the com-
bination of ingredients in §347.20(a)(4).
The labeling states ‘‘temporarily pro-
tects and helps relieve minor skin irri-
tation and itching due to: [select one
or more of the following: ‘rashes’ or
‘eczema’].” [If both conditions are
used, each is preceded by a bullet.]

(c) Warnings. The labeling of the
product contains the following warn-
ings under the heading ‘“Warnings’’:

(1) “For external use only’ in accord
with §201.66(c)(b)(i) of this chapter. For
products containing only mineral oil in
§347.10(1) or sodium bicarbonate in
§347.10(0), this warning may be omitted
if labeling for oral use of the product is
also provided.

(2) “When using this product [bullet]
do not get into eyes”’.

(3) ““‘Stop use and ask a doctor if [bul-
let] condition worsens [bullet] symp-
toms last more than 7 days or clear up
and occur again within a few days’’.

(4) For products labeled according to
§347.50(b)(1) or (b)(2): “Do not use on
[bullet] deep or puncture wounds [bul-
let] animal bites [bullet] serious
burns’’.

(5) For products containing colloidal
oatmeal identified in §347.10(f) when la-
beled for use as a soak in a tub. “When
using this product [bullet] to avoid
slipping, use mat in tub or shower”.

(6) For powder products containing
kaolin identified in §347.10(j) or topical
starch identified in §347.10(q)—(i) ‘Do
not use on [bullet] broken skin”’.

(ii) ““When using this product [bullet]
keep away from face and mouth to
avoid breathing it”’.

(7) For products containing colloidal
oatmeal identified in §347.10(f) or so-
dium bicarbonate identified in
§347.10(0) when labeled for use as a
soak, compress, or wet dressing. ‘“When
using this product [bullet] in some skin
conditions, soaking too 1long may
overdry”’.
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(d) Directions. The labeling of the
product contains the following state-
ments, as appropriate, under the head-
ing ‘“‘Directions’’:

(1) For products labeled according to

§347.50(b)(1), (b)(2), (b)(3), (b)(5), or
(b)(6). The labeling states ‘‘apply as
needed’’.

(2) For products containing colloidal
oatmeal identified in §347.10(f)—(i) For
products requiring dispersal in water. The
labeling states ‘‘[bullet] turn warm
water faucet on to full force [bullet]
slowly sprinkle’” (manufacturer to in-
sert quantity to be used) ‘‘of colloidal
oatmeal directly under the faucet into
the tub or container [bullet] stir any
colloidal oatmeal settled on the bot-
tom”’.

(A) For products used as a soak in a
bath. The manufacturer must provide
adequate directions to obtain a solu-
tion containing a minimum of 0.007
percent colloidal oatmeal or 0.003 per-
cent colloidal oatmeal in the oilated
form for a tub bath, sitz bath, or infant
bath, or a minimum of 0.25 percent col-
loidal oatmeal for a foot bath. ‘“‘For use
as a soak in a bath: [bullet] soak af-
fected area for 15 to 30 minutes as need-
ed, or as directed by a doctor [bullet]
pat dry (do not rub) to keep a thin
layer on the skin’’.

(B) For products used as a compress or
wet dressing. The manufacturer must
provide adequate directions to obtain a
solution containing a minimum of 0.25
percent colloidal oatmeal. ““For use as
a compress or wet dressing: [bullet]
soak a clean, soft cloth in the mixture
[bullet] apply cloth loosely to affected
area for 15 to 30 minutes [bullet] repeat
as needed or as directed by a doctor
[bullet] discard mixture after each
use’’.

(ii) For topical products intended for di-
rect application. The labeling states
“apply as needed’’.

(3) For products containing sodium bi-
carbonate identified in §347.10(0). The la-
beling states ‘‘[bullet] adults and chil-
dren 2 years of age and over:”’

(i) The labeling states ‘“‘For use as a
paste: [bullet] add enough water to the
sodium bicarbonate to form a paste
[bullet] apply to the affected area of
the skin as needed, or as directed by a
doctor”.

21 CFR Ch. | (4-1-25 Edition)

(ii) The labeling states ‘“For use as a
soak in a bath: [bullet] dissolve 1 to 2
cupfuls in a tub of warm water [bullet]
soak for 10 to 30 minutes as needed, or
as directed by a doctor [bullet] pat dry
(do not rub) to keep a thin layer on the
skin”.

(iii) The labeling states ‘‘For use as a
compress or wet dressing: [bullet] add
sodium bicarbonate to water to make a
mixture in a container [bullet] soak a
clean, soft cloth in the mixture [bullet]
apply cloth loosely to affected area for
15 to 30 minutes [bullet] repeat as need-
ed or as directed by a doctor [bullet]
discard mixture after each use’’.

(iv) Any of the directions in para-
graphs (d)(3)(1), (A)(3)(i1), or (A)(3)(iii) of
this section shall be followed by the
statement: ‘‘[bullet] children under 2
years: ask a doctor”.

(4) For products containing aluminum
hydroxide gel identified in §347.10(b). The
labeling states ‘‘[bullet] children under
6 months: ask a doctor”.

(6) For products containing glycerin
identified in ¢§347.10(h). The labeling
states “‘[bullet] children under 6
months: ask a doctor’’.

(6) For products containing zinc acetate
identified in ¢§347.10(s). The labeling
states ‘‘[bullet] children under 2 years:
ask a doctor”.

(e) Products formulated and labeled as
a lip protectant 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 title, headings, and in-
formation described in §201.66(c)(1),
(c)(3), (c)(6), and (c)(7T) may be omitted,
and the headings, subheadings, and in-
formation described in §201.66(c)(2),
(c)(4), and (c)(b) may be presented as
follows:

i) The active ingredients
(§201.66(c)(2) of this chapter) shall be
listed in alphabetical order.

(ii) The heading and the indication
required by §201.66(c)(4) of this chapter
may be limited to: ‘“Use [in bold type]
helps’ (optional: ‘‘prevent and’’) ‘‘pro-
tect” (optional: “and relieve”’)
“‘chapped lips’’. If both optional terms
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are used, the indication may be limited
to: “Use [in bold type] helps prevent,
protect, and relieve chapped lips’’.

(iii) The ‘‘external use only’’ warning
in §347.50(c)(1) and in §201.66(c)(5)(i) of
this chapter may be omitted. The

warnings in §347.50(c)(2), (c)(3), and
(c)(4) are not required.
(iv) The subheadings in

§201.66(c)(5)(iii) through (c)(b)(vi) of
this chapter may be omitted, provided
the information after the heading
“Warning’’ contains the warning in
§347.50(e)(1)(iii).

(v) The warnings in §201.66(c)(5)(x) of
this chapter may be omitted.

(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)(1), (c)(3), (c)(6), and (c)(7), and
the horizontal barlines and hairlines
described in §201.66(d)(8), may be omit-
ted.

(f) Products containing only cocoa but-
ter, petrolatum, or white petrolatum iden-
tified in §347.10(d), (m), and (r), singly or
in combination with each other, and mar-
keted other than as a lip protectant. (1)
The labeling shall meet the require-
ments of §201.66(c) of this chapter ex-
cept that the headings and information
described in §201.66(c)(3) and (c)(7) may
be omitted, and the headings, sub-
headings, and information described in
§201.66(c)(2), (c)(4), and (c)(5) may be
presented as follows:

i) The active ingredients
(§201.66(c)(2) of this chapter) shall be
listed in alphabetical order.

(ii) The heading and the indication
required by §201.66(c)(4) of this chapter
may be limited to ‘““Use [in bold type]
helps protect minor cuts and burns’ or
“Use [in bold type] helps” (optional:
“prevent and’’) ‘‘protect chapped skin”’
or ‘“Use [in bold type] helps protect
minor cuts and burns and’’ (optional:
“prevent and protect’”) ‘‘chapped
skin”’.

(iii) The warning in §347.50(c)(3) may
be revised to read ‘‘See a doctor if con-
dition lasts more than 7 days.”

(iv) The subheadings in
§201.66(c)(5)(iv) through (c)(6)(vii) of
this chapter may be omitted, provided
the information after the heading
“Warnings’ contains the warnings in
§347.50(c)(2), (c)(4), and (£)(1)({ii).

§347.52

(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) may be omitted.

[68 FR 33377, June 4, 2003, as amended at 68
FR 68511, Dec. 9, 2003; 73 FR 6017, Feb. 1, 2008]

§347.52 Labeling of astringent drug
products.

(a) Statement of identity. The labeling
of the product contains the established
name of the drug, if any, and identifies
the product as an ‘‘astringent.” For
products containing the combination of
aluminum sulfate tetradecahydrate and
calcium acetate monohydrate identified in
$347.20(b), under the ‘‘Purpose’ heading
identified in §201.66(c)(3) of this chap-
ter, the labeling of each active ingre-
dient in the product states
“Astringent*”’, which is followed by
the statements “* When combined to-
gether in water, these ingredients form
the active ingredient aluminum ace-
tate. See [the following in bold italic
type] Directions.”

(b) Indications. The labeling of the
product states, under the heading
“Uses’ any of the phrases listed in this
paragraph (b), as appropriate. Other
truthful and nonmisleading statements
describing only the indications for use
that have been established and 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 Cos-
metic Act (the act) relating to mis-
branding and the prohibition of section
301(d) of the act against the introduc-
tion or delivery for introduction into
interstate commerce of unapproved
new drugs in violation of section 505(a)
of the act.

(1) For products containing aluminum
acetate identified in § 347.12(a) or the com-
bination of aluminum sulfate
tetradecahydrate and calcium acetate
monohydrate identified in §347.20(b).
“For temporary relief of minor skin ir-
ritations due to: [select one or more of
the following: ‘poison ivy,” ‘poison
oak,” ‘poison sumac,” ‘insect bites,’
‘athlete’s foot,” or ‘rashes caused by
soaps, detergents, cosmetics, or jew-
elry’].”

(2) For products containing aluminum
sulfate identified in § 347.12(b) for use as a
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styptic pencil. ‘‘Stops bleeding caused
by minor surface cuts and abrasions as
may occur during shaving.”

(3) For products containing witch hazel
identified in §347.12(c). ‘‘Relieves minor
skin irritations due to: [select one or
more of the following: ’insect bites,’
‘minor cuts,” or ’minor scrapes’].” [If
more than one condition is used, each
is preceded by a bullet.]

(c) Warnings. The labeling of the
product contains the following warn-
ings under the heading ‘“Warnings’’:

(1) For all products—(i) The labeling
states ‘“‘For external use only”’.

(ii) The labeling states ‘“When using
this product [bullet] avoid contact with
eyes. If contact occurs, rinse thor-
oughly with water.”

(2) For products containing aluminum
acetate identified in §347.12(a), witch
hazel identified in §347.12(c), or the com-
bination of aluminum sulfate
tetradecahydrate and calcium acetate
monohydrate identified in §347.20(b). The
labeling states ‘““Stop use and ask a
doctor if [bullet] condition worsens or
symptoms last more than 7 days”’.

(3) For products containing aluminum
acetate identified in § 347.12(a) or the com-

bination of aluminum sulfate
tetradecahydrate and calcium acetate
monohydrate identified in §347.20(b)

when labeled for use as a compress or wet
dressing. The labeling states ‘“When
using this product [bullet] do not cover
compress or wet dressing with plastic
to prevent evaporation”.

(4) For products containing aluminum
acetate identified in § 347.12(a) or the com-

bination of aluminum sulfate
tetradecahydrate and calcium acetate
monohydrate identified in §347.20(b)

when labeled for use as a soak, compress,
or wet dressing. The labeling states
“When using this product [bullet] in
some skin conditions, soaking 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) or the com-
bination of aluminum sulfate
tetradecahydrate and calcium acetate
monohydrate identified in §347.20(b)—(i)
For products used as a soak. ‘‘For use as
a soak: [preceding words in bold type]
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[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: [preceding words in bold
type] [bullet] soak a clean, soft cloth in
the solution [bullet] apply cloth loose-
ly 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”.

(4) For products containing the com-
bination of aluminum sulfate
tetradecahydrate and calcium acetate
monohydrate identified in §347.20(b)—@)
For powder dosage form. The labeling
states ‘‘[bullet] dissolve 1 to 3 packets
in [insert volume] of cool or warm
water [bullet] stir until fully dissolved;
do not strain or filter. The resulting
mixture contains [insert percent] (1
packet), [insert percent] (2 packets), or
[insert percent] (3 packets) aluminum
acetate and is ready for use.” These
statements shall be the first state-
ments under the heading ‘‘Directions’.

(i1) For tablet dosage form. The label-
ing states ‘‘[bullet] dissolve 1 to 3 tab-
lets in [insert volume] of cool or warm
water [bullet] stir until fully dissolved;
do not strain or filter. The resulting
mixture contains [insert percent] (1
tablet), [insert percent] (2 tablets), or
[insert percent] (3 tablets) aluminum
acetate and is ready for use.” These
statements shall be the first state-
ments under the heading ‘‘Directions’.

(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
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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)(5) 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)(i) 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
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; 74 FR 9765, Mar. 6, 2009]

§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-

§347.60

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
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)(1), the required indica-
tions for sunscreen drug products
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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
§352.60(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-
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]

PART 348—EXTERNAL ANALGESIC
DRUG PRODUCTS FOR OVER-THE-
COUNTER HUMAN USE

Subpart A—General Provisions

Sec.
348.1 Scope.
348.3 Definitions.

Subpart B—Active Ingredients

348.10 Analgesic, anesthetic, and anti-

pruritic active ingredients.
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Subpart C—Labeling

348.50 Labeling of external analgesic drug
products.

AUTHORITY: 21 U.S.C. 321, 351, 352, 353, 355,
360, 371.

SOURCE: 57 FR 27656, June 19, 1992, unless
otherwise noted.

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
Regulations are to chapter I of title 21
unless otherwise noted.

§348.3 Definitions.

As used in this part:

(a) Male genital desensitizing drug
product. A drug product applied to the
penis to help in temporarily slowing
the onset of ejaculation.

(b) [Reserved]

Subpart B—Active Ingredients

§348.10 Analgesic, anesthetic,
antipruritic active ingredients.

The active ingredient of the product
consists of any of the following within
the specified concentration established
for each ingredient:

(a) Male genital desensitizers. (1) Ben-
zocaine, 3 to 7.5 percent in a water-
soluble base.

(2) Lidocaine in a metered spray with
approximately 10 milligrams per spray.

(b) [Reserved]

and

Subpart C—Labeling

§348.50 Labeling of external analgesic
drug products.

(a) Statement of identity. The labeling
of the product contains the established
name of the drug, if any, and identifies
the product as follows:

(1) For products containing any ingre-
dient identified in §348.10(a). ‘‘Male gen-
ital desensitizer.”
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