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(d) Directions. The labeling of the
product contains the following state-
ment under the heading ‘‘Directions’:
[optional, bullet] “‘apply 4 to 5 drops in
each affected ear.”
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Subpart A—General Provisions

§346.1 Scope.

(a) An over-the-counter anorectal
drug product in a form suitable for ex-
ternal (topical) or intrarectal (rectal)
administration is generally recognized
as safe and effective and is not mis-
branded if it meets each condition in
this part and each general condition es-
tablished 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 212
unless otherwise noted.

§346.3 Definitions.

As used in this part:

(a) Analgesic, anesthetic drug. A topi-
cally (externally) applied drug that re-
lieves pain by depressing cutaneous
sensory receptors.

§346.10

(b) Anorectal drug. A drug that is used
to relieve symptoms caused by
anorectal disorders in the anal canal,
perianal area, and/or the lower rectal
areas.

(c) Antipruritic drug. A topically (ex-
ternally) applied drug that relieves
itching by depressing cutaneous sen-
sory receptors.

(d) Astringent drug. A drug that is ap-
plied topically (externally) to the skin
or mucous membranes for a local and
limited protein coagulant effect.

(e) Erternal use. Topical application
of an anorectal drug product to the
skin of the perianal area and/or the
skin of the anal canal.

(f) Intrarectal use. Topical application
of an anorectal drug product to the
mucous membrane of the rectum.

(g) Keratolytic drug. A drug that
causes desquamation (loosening) and
debridement or sloughing of the sur-
face cells of the epidermis.

(h) Local anesthetic drug. A drug that
produces local disappearance of pain,
burning, itching, irritation, and/or dis-
comfort by reversibly blocking nerve
conduction when applied to nerve tis-
sue in appropriate concentrations.

(i) Protectant drug. A drug that pro-
vides a physical barrier, forming a pro-
tective coating over skin or mucous
membranes.

(j) Vasoconstrictor. A drug that causes
temporary constriction of blood ves-
sels.

Subpart B—Active Ingredients

§346.10 Local anesthetic 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) Benzocaine 5 to 20 percent.

(b) Benzyl alcohol 1 to 4 percent.

(c) Dibucaine 0.25 to 1 percent.

(d) Dibucaine hydrochloride 0.25 to 1
percent.

(e) Dyclonine hydrochloride 0.5 to 1
percent.

(f) Lidocaine 2 to 5 percent.

(g) Pramoxine hydrochloride 1 per-
cent.

(h) Tetracaine 0.5 to 1 percent.
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