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emollient agents included in the mono-
graph.

(3) Paraffin, up to 5 percent in com-
bination with one or more other emol-
lient agents included in the mono-
graph.

(4) Petrolatum, up to 100 percent.

(5) White ointment, up to 100 percent.

(6) White petrolatum, up to 100 per-
cent.

(7) White wax, up to b percent in com-
bination with one or more other emol-
lient agents included in the mono-
graph.

(8) Yellow wax, up to 5 percent in
combination with one or more other
emollient agents included in the mono-
graph.

§349.16 Ophthalmic
agent.
The active ingredient and its con-
centration in the product is as follows:
Sodium chloride, 2 to 5 percent.

hypertonicity

§349.18 Ophthalmic vasoconstrictors.

The active ingredient of the product
consists of one of the following, within
the established concentration for each
ingredient:

(a) Ephedrine hydrochloride, 0.123
percent.

(b) Naphazoline hydrochloride, 0.01 to
0.03 percent.

(c) Phenylephrine hydrochloride, 0.08
to 0.2 percent.

(d) Tetrahydrozoline hydrochloride,
0.01 to 0.05 percent.

§349.20 Eyewashes.

The active ingredient of the product
is purified water. The product also con-
tains suitable tonicity agents to estab-
lish isotonicity with tears, suitable
agents for establishing pH and
buffering to achieve the same pH as
tears, and a suitable preservative
agent.

[68 FR 7921, Feb. 19, 2003]

§349.30 Permitted combinations of ac-
tive ingredients.

The following combinations are per-
mitted provided each active ingredient
is present within the established con-
centration, and the product is labeled
in accordance with §349.79.

(a) Any single ophthalmic astringent
active ingredient identified in §349.10

§349.50

may be combined with any single oph-
thalmic vasoconstrictor active ingre-
dient identified in §349.18.

(b) Any two or three ophthalmic de-
mulcent active ingredients identified
in §349.12 may be combined.

(c) Any single ophthalmic demulcent
active ingredient identified in §349.12
or any ophthalmic demulcent combina-
tion identified in paragraph (b) of this
section may be combined with any sin-
gle ophthalmic vasoconstrictor identi-
fied in §349.18.

(d) Any single ophthalmic astringent
active ingredient identified in §349.10
may be combined with any single oph-
thalmic vasoconstrictor active ingre-
dient identified in §349.18 and any sin-
gle ophthalmic demulcent identified in
§349.12 or ophthalmic demulcent com-
bination identified in paragraph (b) of
this section.

(e) Any two or more emollient active
ingredients identified in §349.14 may be
combined as necessary to give the
product proper consistency for applica-
tion to the eye.

Subpart C—Labeling

§349.50 Labeling of ophthalmic drug
products.

(a) The word ‘‘physician” may be
substituted for the word ‘‘doctor’ in
any of the labeling statements in this
part.

(b) Where applicable, indications in
this part applicable to each ingredient
in the product may be combined to
eliminate duplicative words or phrases
so that the resulting information is
clear and understandable. Other truth-
ful and nonmisleading statements, de-
scribing only the indications for use
that have been established and listed in
this part, may also be used, as provided
in §330.1(c)(2), subject to the provisions
of section 502 of the act relating to
misbranding and the prohibition in sec-
tion 301(d) of the act against the intro-
duction or delivery for introduction
into interstate commerce of unap-
proved new drugs in violation of sec-
tion 505(a) of the act.

(c) The labeling of the product con-
tains the following warnings, under the
heading ‘“Warnings’’:

(1) For ophthalmic drug products pack-
aged in multi-use containers. ‘“‘To avoid
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