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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. 

[55 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-
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.
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Subpart A—Astringent Drug 
Products

§ 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.

§ 347.3 Definitions. 
As used in this part: 
(a) Astringent drug product means a 

drug product that is applied to the skin 
or mucous membranes for a local and 
limited protein coagulant effect. 

(b) [Reserved]

§ 347.10 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). 
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(b) Aluminum sulfate, 46 to 63 per-
cent (the concentration is based on the 
anhydrous equivalent). 

(c) Witch hazel. 

[58 FR 54462, Oct. 21, 1993, as amended at 59 
FR 28768, June 3, 1994]

§ 347.50 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.’’ 

(b) Indications. The labeling of the 
product states, under the heading ‘‘In-
dications’’ any of the phrases listed in 
this paragraph (b), as appropriate. 
Other truthful and nonmisleading 
statements describing only the indica-
tions 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 provi-
sions of section 502 of the Federal 
Food, Drug, and Cosmetic Act (the act) 
relating to misbranding and the prohi-
bition in section 301(d) of the act 
against the introduction 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 § 347.10(a). ‘‘For 
temporary relief of minor skin irrita-
tions due to’’ (select one or more of the 
following: ‘‘poison ivy,’’ ‘‘poison oak,’’ 
‘‘poison sumac,’’ ‘‘insect bites,’’ ‘‘ath-
lete’s foot,’’ or ‘‘rashes caused by 
soaps, detergents, cosmetics, or jew-
elry’’). 

(2) For products containing aluminum 
sulfate identified in § 347.10(b) for use as a 
styptic pencil. ‘‘Stops bleeding caused 
by minor surface cuts and abrasions as 
may occur during shaving.’’ 

(3) For products containing witch hazel 
identified in § 347.10(c). (i) ‘‘For relief of 
minor skin irritations due to’’ (select 
one or more of the following: ‘‘insect 
bites,’’ ‘‘minor cuts,’’ or ‘‘minor 
scrapes’’). 

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

(1) ‘‘For external use only. Avoid con-
tact with the eyes.’’ 

(2) For products containing aluminum 
acetate identified in § 347.10(a) or witch 
hazel identified in § 347.10(c). ‘‘If condi-

tion worsens or symptoms persist for 
more than 7 days, discontinue use of 
the product and consult a’’ (select one 
of the following: ‘‘physician’’ or ‘‘doc-
tor’’). 

(3) For products containing aluminum 
acetate identified in § 347.10(a) used as a 
compress or wet dressing. ‘‘Do not cover 
compress or wet dressing with plastic 
to prevent evaporation.’’ 

(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 § 347.10(a)—(i) For 
products used as a soak. ‘‘For use as a 
soak: Soak affected area in the solu-
tion for 15 to 30 minutes. Discard solu-
tion after each use. Repeat 3 times a 
day.’’ 

(ii) For products used as a compress or 
wet dressing. ‘‘For use as a compress or 
wet dressing: saturate a clean, soft, 
white cloth (such as a diaper or torn 
sheet) in the solution, gently squeeze, 
and apply loosely to the affected area. 
Saturate the cloth in the solution 
every 15 to 30 minutes and apply to the 
affected area. Discard solution after 
each use. Repeat as often as nec-
essary.’’ 

(2) For products containing aluminum 
sulfate identified in § 347.10(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 § 347.10(c). ‘‘Apply to the af-
fected area as often as necessary.’’

[58 FR 54462, Oct. 21, 1993, as amended at 59 
FR 28768, June 3, 1994]

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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