Food and Drug Administration, HHS

callus in warm water for 5 minutes to
assist in removal.”’)

(e) The word ‘‘physician’ may be sub-
stituted for the word ‘‘doctor’ in any
of the labeling statements in this sec-
tion.

[66 FR 33261, Aug. 14, 1990, as amended at 57
FR 44494, Sept. 28, 1992]

Subpart G—Pediculicide Drug
Products

SOURCE: 58 FR 65455, Dec. 14, 1993, unless
otherwise noted.

§358.601 Scope.

(a) An over-the-counter pediculicide
drug product in a form suitable for top-
ical application is generally recognized
as safe and effective and is not mis-
branded if it meets each condition in
this subpart and each general condition
established in §330.1 of this chapter.

(b) References in this subpart to reg-
ulatory sections of the Code of Federal
Regulations are to chapter I of title 21
unless otherwise noted.

§358.603 Definition.

As used in this subpart:

Pediculicide drug product. A drug
product for the treatment of head,
pubic (crab), and body lice.

§358.610 Pediculicide active ingredi-
ents.

The active ingredients of the product
consist of the combination of pyre-
thrum extract (providing a concentra-
tion of pyrethrins of 0.17 to 0.33 per-
cent) with piperonyl butoxide (2 to 4
percent) in a nonaerosol dosage formu-
lation.

[63 FR 43303, Aug. 13, 1998]

§358.650 Labeling of pediculicide 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 a ‘‘lice treatment.”

(b) Indications. The labeling of the
product states, under the heading
‘“Uses,” the following: ‘‘treats head,
pubic (crab), and body lice.”” Other
truthful and nonmisleading state-
ments, describing only the uses that
have been established and listed in this

§358.650

paragraph (b), may also be used, as pro-
vided in §330.1(c)(2) of this chapter,
subject to the provisions of section 502
of the Federal Food, Drug, and Cos-
metic Act (the act) relating to mis-
branding and the prohibition in section
301(d) of the act against the introduc-
tion or delivery for introduction into
interstate commerce of unapproved
new drugs in violation of section 505(a)
of the act.

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

(1) “For external use only” in accord
with §201.66(c)(5)(i) of this chapter.

(2) “Do not use [bullet]l/< near eyes
[bullet] inside nose, mouth, or vagina
[bullet] on lice in eyebrows or eye-
lashes. See a doctor if lice are present
in these areas.”

(3) ‘“Ask a doctor before use if you
are [bullet] allergic to ragweed. May
cause breathing difficulty or an asth-
matic attack.”

(4) “When using this product [bullet]
keep eyes tightly closed and protect
eyes with a washcloth or towel [bullet]
if product gets in eyes, flush with
water right away [bullet] scalp itching
or redness may occur’’.

(b) ““Stop use and ask a doctor if [bul-
let] breathing difficulty occurs [bullet]
eye irritation occurs [bullet] skin or
scalp irritation continues or infection
occurs’’.

(d) Directions. The labeling of the
product contains the following infor-
mation under the heading ‘‘Direc-
tions’’:

(1) The labeling states ‘‘[bullet] Im-
portant: Read warnings before use”
[statement shall appear first and in
bold type].

(2) The labeling states ‘‘adults and
children 2 years and over:” [in bold
type].

(3) For head lice treatment products
“Inspect [in bold type] [bullet] check
each household member with a magni-
fying glass in bright light for lice/nits
(eggs) [bullet] look for tiny nits near
scalp, beginning at back of neck and
behind ears [bullet] examine small sec-
tions of hair at a time [bullet] unlike
dandruff which moves when touched,

1See §201.66(b)(4) of this chapter for defini-

tion of bullet symbol.
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