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the dosage forms established for each 
ingredient: 

(a) Oral nasal decongestants. (1) Phen-
ylephrine hydrochloride. 

(2) Pseudoephedrine hydrochloride. 
(3) Pseudoephedrine sulfate. 
(b) Topical nasal decongestants. (1) 

Levmetamfetamine. 
(2) Ephedrine. 
(3) Ephedrine hydrochloride. 
(4) Ephedrine sulfate. 
(5) [Reserved] 
(6) Naphazoline hydrochloride. 
(7) Oxymetazoline hydrochloride. 
(8) Phenylephrine hydrochloride. 
(9) Propylhexedrine. 
(10) Xylometazoline hydrochloride. 

[59 FR 43409, Aug. 23, 1994, as amended at 63 
FR 40650, July 30, 1998]

Subpart C—Labeling

§ 341.40 Permitted combinations of ac-
tive ingredients. 

The following combinations are per-
mitted provided each active ingredient 
is present within the dosage limits es-
tablished in parts 341, 343, and 356 of 
this chapter and the product is labeled 
in accordance with §§ 341.70 or 341.85: 

(a) Any single antihistamine active 
ingredient identified in § 341.12 may be 
combined with any generally recog-
nized as safe and effective single an-
algesic-antipyretic active ingredient, 
or any combination of acetaminophen 
with other analgesic-antipyretic active 
ingredients, or any aspirin and antacid 
combination provided that the product 
is labeled according to § 341.85. 

(b) Any single antihistamine active 
ingredient identified in § 341.12 may be 
combined with any single oral nasal de-
congestant active ingredient identified 
in § 341.20(a) provided that the product 
is labeled according to § 341.85. 

(c) Any single antihistamine active 
ingredient identified in § 341.12 may be 
combined with any single oral nasal de-
congestant active ingredient identified 
in § 341.20(a) and any generally recog-
nized as safe and effective single an-
algesic-antipyretic active ingredient, 
or any combination of acetaminophen 
with other analgesic-antipyretic active 
ingredients, or any aspirin and antacid 
combination provided that the product 
is labeled according to § 341.85. 

(d) Any single antihistamine active 
ingredient identified in § 341.12(a) 
through (e) and (h) through (m) may be 
combined with any single oral 
antitussive active ingredient identified 
in § 341.14(a)(1) through (a)(4) provided 
that the product is labeled according to 
§ 341.85(c)(4). Diphenhydramine citrate 
in §§ 341.12(f) and 341.14(a)(5) or 
diphenhydramine hydrochloride in 
§§ 341.12(g) and 341.14(a)(6) may be both 
the antihistamine and the antitussive 
active ingredient provided that the 
product is labeled according to 
§ 341.70(a). 

(e) Any single antihistamine active 
ingredient identified in § 341.12(a) 
through (e) and (h) through (m) may be 
combined with any single oral 
antitussive active ingredient identified 
in § 341.14(a)(1) through (a)(4) and any 
single oral nasal decongestant active 
ingredient identified in § 341.20(a) pro-
vided that the product is labeled ac-
cording to § 341.85(c)(4). 
Diphenhydramine citrate in §§ 341.12(f) 
and 341.14(a)(5) or diphenhydramine hy-
drochloride in §§ 341.12(g) and 
341.14(a)(6) may be both the antihis-
tamine and the antitussive active in-
gredient provided that the product is 
labeled according to § 341.70(a). 

(f) Any single antihistamine active 
ingredient identified in § 341.12(a) 
through (e) and (h) through (m) may be 
combined with any single oral 
antitussive active ingredient identified 
in § 341.14(a)(1) through (a)(4) and any 
generally recognized as safe and effec-
tive single analgesic-antipyretic active 
ingredient, or any combination of acet-
aminophen with other analgesic-anti-
pyretic active ingredients, or any aspi-
rin and antacid combination provided 
that the product is labeled according to 
§ 341.85(c)(4). Diphenhydramine citrate 
in §§ 341.12(f) and 341.14(a)(5) or 
diphenhydramine hydrochloride in 
§§ 341.12(g) and 341.14(a)(6) may be both 
the antihistamine and the antitussive 
active ingredient provided that the 
product is labeled according to 
§ 341.70(a). 

(g) Any single antihistamine active 
ingredient identified in § 341.12(a) 
through (e) and (h) through (m) may be 
combined with any single oral 
antitussive active ingredient identified 
in § 341.14(a)(1) through (a)(4) and any 
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single oral nasal decongestant active 
ingredient identified in § 341.20(a) and 
any generally recognized as safe and ef-
fective single analgesic-antipyretic ac-
tive ingredient, or any combination of 
acetaminophen with other analgesic-
antipyretic active ingredients, or any 
aspirin and antacid combination pro-
vided that the product is labeled ac-
cording to § 341.85(c)(4). 
Diphenhydramine citrate in §§ 341.12(f) 
and 341.14(a)(5) or diphenhydramine hy-
drochloride in §§ 341.12(g) and 
341.14(a)(6) may be both the antihis-
tamine and the antitussive active in-
gredient provided that the product is 
labeled according to § 341.70(a). 

(h) Any single oral antitussive active 
ingredient identified in § 341.14(a)(1) 
through (a)(4) may be combined with 
any single expectorant active ingre-
dient identified in § 341.18 provided that 
the product is labeled according to 
§ 341.85. 

(i) Any single oral antitussive active 
ingredient identified in § 341.14(a) may 
be combined with any single oral nasal 
decongestant active ingredient identi-
fied in § 341.20(a) provided that the 
product is labeled according to § 341.85. 

(j) Any single oral antitussive active 
ingredient identified in § 341.14(a)(1) 
through (a)(4) may be combined with 
any single oral nasal decongestant ac-
tive ingredient identified in § 341.20(a) 
and any single expectorant active in-
gredient identified in § 341.18 provided 
that the product is labeled according to 
§ 341.85. 

(k) Any single antitussive active in-
gredient identified in § 341.14(a) or (b)(2) 
may be combined with any generally 
recognized as safe and effective single 
oral anesthetic/analgesic active ingre-
dient, or any combination of anes-
thetic/analgesic active ingredients pro-
vided that the product is available in 
either a liquid (to be swallowed) or a 
solid dosage form (to be dissolved in 
the mouth and swallowed) and provided 
that the product is labeled according to 
§ 341.85. If the combination contains a 
topical antitussive, the product must 
be formulated in a solid dosage form to 
be dissolved in the mouth. Menthol in 
§ 341.14(b)(2) and part 356 of this chapter 
may be both the antitussive and the 
anesthetic/analgesic active ingredient 

provided that the product is labeled ac-
cording to § 341.70(b). 

(l) Any single oral antitussive active 
ingredient identified in § 341.14(a) may 
be combined with any generally recog-
nized as safe and effective single an-
algesic-antipyretic active ingredient, 
or any combination of acetaminophen 
with other analgesic-antipyretic active 
ingredients, or any aspirin and antacid 
combination provided that the product 
is labeled according to § 341.85. 

(m) Any single oral antitussive ac-
tive ingredient identified in § 341.14(a) 
may be combined with any single oral 
nasal decongestant active ingredient 
identified in § 341.20(a) and any gen-
erally recognized as safe and effective 
single analgesic-antipyretic active in-
gredient, or any combination of acet-
aminophen with other analgesic-anti-
pyretic active ingredients, or any aspi-
rin and antacid combination provided 
that the product is labeled according to 
§ 341.85. 

(n) Any single oral antitussive active 
ingredient identified in § 341.14(a)(1) 
through (a)(4) may be combined with 
any single oral nasal decongestant ac-
tive ingredient identified in § 341.20(a) 
and any single expectorant active in-
gredient identified in § 341.18 and any 
generally recognized as safe and effec-
tive single analgesic-antipyretic active 
ingredient, or any combination of acet-
aminophen with other analgesic-anti-
pyretic active ingredients, or any aspi-
rin and antacid combination provided 
that the product is labeled according to 
§ 341.85. 

(o) Any single expectorant active in-
gredient identified in § 341.18 may be 
combined with any generally recog-
nized as safe and effective single an-
algesic-antipyretic active ingredient, 
or any combination of acetaminophen 
with other analgesic-antipyretic active 
ingredients, or any aspirin and antacid 
combination provided that the product 
is labeled according to § 341.85. 

(p) Any single expectorant active in-
gredient identified in § 341.18 may be 
combined with any single oral nasal de-
congestant active ingredient identified 
in § 341.20(a) provided that the product 
is labeled according to § 341.85. 

(q) Any single expectorant active in-
gredient identified in § 341.18 may be 
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combined with any single oral nasal de-
congestant active ingredient identified 
in § 341.20(a) and any generally recog-
nized as safe and effective single an-
algesic-antipyretic active ingredient, 
or any combination of acetaminophen 
with other analgesic-antipyretic active 
ingredients, or any aspirin and antacid 
combination provided that the product 
is labeled according to § 341.85. 

(r) Any single oral nasal deconges-
tant active ingredient identified in 
§ 341.20(a) may be combined with any 
generally recognized as safe and effec-
tive single analgesic-antipyretic active 
ingredient, or any combination of acet-
aminophen with other analgesic-anti-
pyretic active ingredients, or any aspi-
rin and antacid combination provided 
that the product is labeled according to 
§ 341.85. 

(s) Any single oral nasal deconges-
tant active ingredient identified in 
§ 341.20(a) may be combined with any 
generally recognized as safe and effec-
tive single oral anesthetic/analgesic ac-
tive ingredient identified, or any com-
bination of anesthetic/analgesic active 
ingredients provided that the product 
is available in either a liquid (to be 
swallowed) or a solid dosage form (to 
be dissolved in the mouth and swal-
lowed) and provided that the product is 
labeled according to § 341.85. 

(t) Any single oral nasal deconges-
tant active ingredient identified in 
§ 341.20(a) may be combined with any 
single antitussive active ingredient 
identified in § 341.14(a) or (b)(2) and any 
generally recognized as safe and effec-
tive single oral anesthetic/analgesic ac-
tive ingredient, or any combination of 
anesthetic/analgesic active ingredients 
provided that the product is available 
in either a liquid (to be swallowed) or a 
solid dosage form (to be dissolved in 
the mouth and swallowed) and provided 
that the product is labeled according to 
§ 341.85. If the combination contains a 
topical antitussive, the product must 
be formulated in a solid dosage form to 
be dissolved in the mouth. 

(u) Camphor identified in § 341.14(b)(1) 
may be combined with menthol identi-
fied in § 341.14(b)(2) and eucalyptus oil 
(1.2 to 1.3 percent) provided that the 
product is available only in a suitable 
ointment vehicle and provided that the 
product is labeled according to § 341.85. 

(v) Levmetamfetamine identified in 
§ 341.20(b)(1) may be combined with aro-
matics (camphor (54 milligrams (mg)), 
menthol (80 mg), methyl salicylate (11 
mg), and lavender oil (4 mg)) provided 
that the product is available only as a 
nasal inhaler and provided that the 
product is labeled according to § 341.85. 

(w) Any single antitussive active in-
gredient identified in § 341.14(a) or (b)(2) 
may be combined with any generally 
recognized as safe and effective single 
oral demulcent active ingredient pro-
vided that the product is available in 
either a liquid (to be swallowed) or a 
solid dosage form (to be dissolved in 
the mouth and swallowed) and provided 
that the product is labeled according to 
§ 341.85. If the combination contains a 
topical antitussive, the product must 
be formulated in a solid dosage form to 
be dissolved in the mouth. 

(x) Any single oral nasal deconges-
tant active ingredient identified in 
§ 341.20(a) may be combined with any 
generally recognized as safe and effec-
tive single oral demulcent active ingre-
dient provided that the product is 
available in either a liquid (to be swal-
lowed) or a solid dosage form (to be dis-
solved in the mouth and swallowed) 
and provided that the product is la-
beled according to § 341.85. 

(y) Any single antitussive active in-
gredient identified in § 341.14(a) or (b)(2) 
may be combined with any single oral 
nasal decongestant active ingredient 
identified in § 341.20(a) and any gen-
erally recognized as safe and effective 
single oral demulcent active ingredient 
provided that the product is available 
in either a liquid (to be swallowed) or a 
solid dosage form (to be dissolved in 
the mouth and swallowed) and provided 
that the product is labeled according to 
§ 341.85. If the combination contains a 
topical antitussive, the product must 
be formulated in a solid dosage form to 
be dissolved in the mouth. 

(z) Any single antitussive active in-
gredient identified in § 341.14(a) or (b)(2) 
may be combined with any generally 
recognized as safe and effective single 
oral anesthetic/analgesic active ingre-
dient or any combination of anesthetic/
analgesic active ingredients and any 
generally recognized as safe and effec-
tive single oral demulcent active ingre-
dient provided that the product is 

VerDate Jan<31>2003 08:36 Apr 12, 2003 Jkt 200067 PO 00000 Frm 00232 Fmt 8010 Sfmt 8010 Y:\SGML\200067T.XXX 200067T



233

Food and Drug Administration, HHS § 341.70 

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

available in either a liquid (to be swal-
lowed) or a solid dosage form (to be dis-
solved in the mouth and swallowed) 
and provided that the product is la-
beled according to § 341.85. If the com-
bination contains a topical antitussive, 
the product must be formulated in a 
solid dosage form to be dissolved in the 
mouth. 

(aa) Any single oral nasal deconges-
tant active ingredient identified in 
§ 341.20(a) may be combined with any 
generally recognized as safe and effec-
tive single oral anesthetic/analgesic ac-
tive ingredient or any combination of 
oral anesthetic/analgesic active ingre-
dients and any generally recognized as 
safe and effective single oral demulcent 
active ingredient provided that the 
product is available in either a liquid 
(to be swallowed) or a solid dosage 
form (to be dissolved in the mouth and 
swallowed) and provided that the prod-
uct is labeled according to § 341.85. 

(bb) Any single antitussive active in-
gredient identified in § 341.14(a) or (b)(2) 
may be combined with any single oral 
nasal decongestant active ingredient 
identified in § 341.20(a) and any gen-
erally recognized as safe and effective 
single oral anesthetic/analgesic active 
ingredient identified or any combina-
tion of anesthetic/analgesic active in-
gredients and any generally recognized 
as safe and effective single oral demul-
cent active ingredient provided that 
the product is available in either a liq-
uid (to be swallowed) or a solid dosage 
form (to be dissolved in the mouth and 
swallowed) and provided that the prod-
uct is labeled according to § 341.85. If 
the combination contains a topical 
antitussive, the product must be for-
mulated in a solid dosage form to be 
dissolved in the mouth. 

[67 FR 78168, Dec. 23, 2002]

EFFECTIVE DATE NOTE: At 67 FR 78168, Dec. 
23, 2002, § 341.40 was added, effective Dec. 23, 
2004.

§ 341.70 Labeling of OTC drug prod-
ucts containing ingredients that are 
used for treating concurrent symp-
toms (in either a single-ingredient 
or combination drug product).

The statements 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) For products containing 
diphenhydramine citrate and 
diphenhydramine hydrochloride identified 
in § 341.14(a)(5) and (a)(6). The labeling 
of the product contains the established 
name of the drug, if any, and identifies 
the product as an ‘‘antihistamine/
cough suppressant’’ or ‘‘antihistamine/
antitussive (cough suppressant).’’ The 
indications shall be combined from 
§§ 341.72(b) and 341.74(b). The warnings 
shall be combined from §§ 341.72(c)(1), 
(c)(2), (c)(4), and (c)(6) and 341.74(c)(1), 
(c)(2), (c)(3), and (c)(4). Alternatively, 
all of the warnings in § 341.74(c) shall be 
used. The directions for OTC labeling 
shall follow §§ 341.74(d)(1)(iv) or 
(d)(1)(v), as applicable. The directions 
for professional labeling shall follow 
§ 341.90(j) or (k), as applicable. 

(b) (Reserved) 

[61 FR 15703, Apr. 9, 1996]

EFFECTIVE DATE NOTE: At 67 FR 78170, Dec. 
23, 2002, § 341.70 was amended by adding para-
graph (b), effective Dec. 23, 2004. For the con-
venience of the user, the added text is set 
forth as follows:

§ 341.70 Labeling of OTC drug products con-
taining ingredients that are used for 
treating concurrent symptoms (in either 
a single-ingredient or combination drug 
product).

* * * * *

(b) For products containing menthol identified 
in §§ 341.14(b)(2) and 356.12(f) of this chapter. 
The product contains 5 to 10 milligrams men-
thol. The labeling of the product contains 
the established name of the drug, if any, and 
identifies the product as a ‘‘cough suppres-
sant/oral anesthetic’’ or ‘‘antitussive (cough 
suppressant)/oral anesthetic.’’ The indica-
tions shall be combined from § 341.74(b) and 
part 356 of this chapter. The warnings shall 
be combined from § 341.74(c)(1), (c)(2), and 
(c)(3) and part 356 of this chapter. The direc-
tions shall be: ‘‘Directions [in bold type] 
[bullet]1 adults and children 2 years and 
over: dissolve lozenge slowly in the mouth. 
Repeat every hour as needed or as directed 
by a doctor. [bullet] children under 2 years of 
age: ask a doctor’’.
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