§336.80

this product if you are taking sedatives
or tranquilizers, without first con-
sulting your doctor. Use caution when
driving a motor vehicle or operating
machinery.”

®) For products containing
diphenhydramine hydrochloride identified
in §336.10(c). ““Do not use [bullet]® with

any other product containing
diphenhydramine, including one used
on skin”.

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

(1) For products containing cyclizine
hydrochloride identified in §336.10(a).
Adults and children 12 years of age and
over: Oral dosage is 50 milligrams
every 4 to 6 hours, not to exceed 200
milligrams in 24 hours, or as directed
by a doctor. Children 6 to under 12
years of age: Oral dosage is 25 milli-
grams every 6 to 8 hours, not to exceed
75 milligrams in 24 hours, or as di-
rected by a doctor.

(2) For products containing dimenhy-
drinate identified in §336.10(b). Adults
and children 12 years of age and over:
Oral dosage is 50 to 100 milligrams
every 4 to 6 hours, not to exceed 400
milligrams in 24 hours, or as directed
by a doctor. Children 6 to under 12
years of age: Oral dosage is 25 to 50 mil-
ligrams every 6 to 8 hours, not to ex-
ceed 150 milligrams in 24 hours, or as
directed by a doctor. Children 2 to
under 6 years of age: Oral dosage is 12.5
to 25 milligrams every 6 to 8 hours, not
to exceed 75 milligrams in 24 hours, or
as directed by a doctor.

(©) For products containing
diphenhydramine hydrochloride identified
in §336.10(c). Adults and children 12
years of age and over: Oral dosage is 25
to 50 milligrams every 4 to 6 hours, not
to exceed 300 milligrams in 24 hours, or
as directed by a doctor. Children 6 to
under 12 years of age: Oral dosage is
12.5 to 25 milligrams every 4 to 6 hours,
not to exceed 150 milligrams in 24
hours, or as directed by a doctor.

(4) For products containing meclizine
hydrochloride identified in §336.10(d).
Adults and children 12 years of age and

1 See §201.66(b)(4) of this chapter for defini-
tion of bullet symbol.
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over: Oral dosage is 25 to 50 milligrams
once daily, or as directed by a doctor.

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

[52 FR 15892, Apr. 30, 1987, as amended at 53
FR 35809, Sept. 15, 1988; 59 FR 16982, Apr. 11,
1994; 67 FR 72559, Dec. 6, 2003]

§336.80 Professional labeling.

The labeling provided to health pro-
fessionals (but not to the general pub-
lic) may contain the following addi-
tional indications.

(a) For products containing cyclizine
hydrochloride, dimenhydrinate, and
diphenhydramine hydrochloride identified
in §336.10 (a), (b), and (c). ‘“‘For the
treatment of vertigo of motion sick-
ness.”’

(b) For products containing meclizine
hydrochloride identified in §336.10(d).
“For the treatment of vertigo.”
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Subpart A—General Provisions

§338.1 Scope.

(@) An over-the-counter nighttime
sleep-aid drug product in a form suit-
able for oral administration is gen-
erally recognized as safe and effective
and is not misbranded if it meets each
condition in this part and each general
condition established in §330.1 of this
chapter.
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