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(i) Tetracaine hydrochloride 0.5 to 1 
percent.

§ 346.12 Vasoconstrictor active ingre-
dients. 

The active ingredient of the product 
consists of any of the following when 
used in the concentration or within the 
concentration range established for 
each ingredient. 

(a) Ephedrine sulfate 0.1 to 1.25 per-
cent. 

(b) Epinephrine 0.005 to 0.01 percent. 
(c) Epinephrine hydrochloride 0.005 to 

0.01 percent. 
(d) Phenylephrine hydrochloride 0.25 

percent.

§ 346.14 Protectant active ingredients. 
(a) The following active ingredients 

may be used as the sole protectant ac-
tive ingredient in a product if the in-
gredient as identified constitutes 50 
percent or more by weight of the final 
product. In addition, the following ac-
tive ingredients may be used in con-
centrations of less than 50 percent by 
weight only when used in combinations 
in accordance with § 346.22 (a), (b), or 
(n). 

(1) Aluminum hydroxide gel. 
(2) Cocoa butter. 
(3) Glycerin in a 20- to 45-percent 

(weight/weight) aqueous solution so 
that the final product contains not less 
than 10 and not more than 45 percent 
glycerin (weight/weight). Any combina-
tion product containing glycerin must 
contain at least this minimum amount 
of glycerin. 

(4) Hard fat. 
(5) Kaolin. 
(6) Lanolin. 
(7) Mineral oil. 
(8) Petrolatum. 
(9) Topical starch. 
(10) White petrolatum. 
(b) The following active ingredients 

may not be used as a sole protectant 
ingredient but may be used in combina-
tion with one, two, or three other pro-
tectant active ingredients in accord-
ance with § 346.22 (a), (b), (n), and (o) 
and with the following limitations: 

(1) Calamine not to exceed 25 percent 
by weight per dosage unit (based on the 
zinc oxide content of calamine). 

(2) Cod liver oil, provided that the 
product is labeled so that the amount 

of the product that is used in a 24-hour 
period represents a quantity that pro-
vides 10,000 U.S.P. units of vitamin A 
and 400 U.S.P. units of cholecalciferol. 

(3) Shark liver oil, provided that the 
product is labeled so that the amount 
of the product that is used in a 24-hour 
period represents a quantity that pro-
vides 10,000 U.S.P. units of vitamin A 
and 400 U.S.P. units of cholecalciferol. 

(4) Zinc oxide not to exceed 25 per-
cent by weight per dosage unit.

§ 346.16 Analgesic, anesthetic, and 
antipruritic active ingredients. 

The active ingredient of the product 
consists of any of the following when 
used within the concentration range 
established for each ingredient: 

(a) Camphor 0.1 to 3 percent. 
(b) Juniper tar 1 to 5 percent. 
(c) Menthol 0.1 to 1 percent.

§ 346.18 Astringent active ingredients. 
The active ingredient of the product 

consists of any of the following when 
used within the concentration range 
established for each ingredient: 

(a) Calamine, within a concentration 
range of 5 to 25 percent by weight per 
dosage unit (based on the zinc oxide 
content of calamine). 

(b) Witch hazel, 10 to 50 percent. 
(c) Zinc oxide, within a concentration 

range of 5 to 25 percent by weight per 
dosage unit. 

[55 FR 31779, Aug. 3, 1990, as amended at 59 
FR 28767, June 3, 1994]

§ 346.20 Keratolytic active ingredients. 
The active ingredient of the product 

consists of any of the following when 
used within the concentration range 
established for each ingredient: 

(a) Alcloxa 0.2 to 2 percent. 
(b) Resorcinol 1 to 3 percent.

§ 346.22 Permitted combinations of 
anorectal active ingredients. 

(a) Any two, three, or four 
protectants identified in § 346.14(a) may 
be combined, except aluminum hydrox-
ide gel in § 346.14(a)(1) and kaolin in 
§ 346.14(a)(5) may not be combined with 
any ingredient in § 346.14(a) (2), (4), (6), 
(7), (8) and (10), and (b) (2) and (3), pro-
vided that the combined percentage by 
weight of all protectants in the com-
bination is at least 50 percent of the 
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final product (e.g., 1 gram of a 2-gram 
dosage unit). Any protectant ingre-
dient included in the combination must 
be present at a level that contributes 
at least 12.5 percent by weight (e.g., 0.25 
gram of a 2-gram dosage unit), except 
cod liver oil and shark liver oil. If an 
ingredient in § 346.14(b) is included in 
the combination, it must not exceed 
the concentration limit specified in 
§ 346.14(b). 

(b) Any single anorectal ingredient 
identified in § 346.10, 346.12, 346.16, 
346.18, or 346.20 may be combined with 
up to four protectants in accordance 
with paragraph (a) of this section. 

(c) Any single local anesthetic identi-
fied in § 346.10 may be combined with 
any single vasoconstrictor identified in 
§ 346.12. 

(d) Any single local anesthetic iden-
tified in § 346.10 may be combined with 
any single astringent identified in 
§ 346.18. 

(e) Any single local anesthetic identi-
fied in § 346.10 may be combined with 
any single keratolytic identified in 
§ 346.20. 

(f) Any single vasoconstrictor identi-
fied in § 346.12 may be combined with 
any single astringent identified in 
§ 346.18. 

(g) Any single analgesic, anesthetic, 
and antipruritic identified in § 346.16 
may be combined with any single as-
tringent identified in § 346.18. 

(h) Any single analgesic, anesthetic, 
and antipruritic identified in § 346.16 
may be combined with any single 
keratolytic identified in § 346.20. 

(i) Any single astringent identified in 
§ 346.18 may be combined with any sin-
gle keratolytic identified in § 346.20. 

(j) Any single local anesthetic identi-
fied in § 346.10 may be combined with 
any single vasoconstrictor identified in 
§ 346.12 and with any single astringent 
identified in § 346.18. 

(k) Any single local anesthetic iden-
tified in § 346.10 may be combined with 
any single astringent identified in 
§ 346.18 and with any single keratolytic 
identified in § 346.20. 

(l) Any single vasoconstrictor identi-
fied in § 346.12 may be combined with 
any single analgesic, anesthetic, and 
antipruritic identified in § 346.16 and 
with any single astringent identified in 
§ 346.18. 

(m) Any single analgesic, anesthetic, 
and antipruritic identified in § 346.16 
may be combined with any single as-
tringent identified in § 346.18 and with 
any single keratolytic identified in 
§ 346.20. 

(n) Any combination of ingredients 
listed in paragraphs (c) through (m) of 
this section may be combined with up 
to four protectants in accordance with 
paragraph (a) of this section. 

(o) Any product containing calamine 
for use as a protectant and/or as an as-
tringent and/or containing zinc oxide 
for use as a protectant and/or as an as-
tringent may not have a total weight 
of zinc oxide exceeding 25 percent by 
weight per dosage unit.

Subpart C—Labeling
§ 346.50 Labeling of anorectal drug 

products. 
The labeling of the product contains 

the following information for anorectal 
ingredients identified in §§ 346.10, 346.12, 
346.14, 346.16, 346.18, and 346.20, and for 
combinations of anorectal ingredients 
identified in § 346.22. Unless otherwise 
specified, the labeling in this subpart is 
applicable to anorectal drug products 
for both external and intrarectal use. 

(a) Statement of identity. The labeling 
of the product contains the established 
name of the drug, if any, and identifies 
the product as ‘‘anorectal (hemor-
rhoidal),’’ ‘‘hemorrhoidal,’’ ‘‘hemor-
rhoidal (anorectal) (insert dosage form, 
e.g., cream, lotion, or ointment).’’ 

(b) Indications. The labeling of the 
product states, under the heading ‘‘In-
dications,’’ any of the phrases listed in 
paragraph (b) of this section, as appro-
priate. Other truthful and nonmis-
leading statements, describing only the 
indications for use that have been es-
tablished and listed in this paragraph, 
may also be used, as provided in 
§ 330.1(c)(2) of this chapter, subject to 
the provisions of section 502 of the Fed-
eral Food, Drug, and Cosmetic Act (the 
act) relating to misbranding and the 
prohibition 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 the temporary relief of,’’ 
‘‘Gives temporary relief of,’’ or ‘‘Helps 
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