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§369.10

§369.10 Conspicuousness of warning
statements.

Necessary warning statements should
appear in the labeling prominently and
conspicuously as compared to other
words, statements, designs, and de-
vices, and in bold type on clearly con-
trasting background, in order to com-
ply with the provisions of section 502(c)
and (f)(2) of the act. The warning state-
ments should be placed in the labeling
in juxtaposition with the directions for
use and, in any case, should appear on
the label when there is sufficient label
space in addition to mandatory label
information.

Subpart B—Warning and Caution
Statements for Drugs

§369.20 Drugs; recommended warning
and caution statements.

ACETANILID.

Warning—Do not exceed rec-
ommended dosage. Overdosage or con-
tinued use may result in serious blood
disturbances.

ACETOPHENETIDIN CONTAINING
PREPARATIONS. (See §201.309 of this
chapter.)

Warning—This medication may dam-
age the kidneys when used in large
amounts or for a long period of time.
Do not take more than the rec-
ommended dosage, nor take regularly
for longer than 10 days without con-
sulting your physician.

ANESTHETICS FOR EXTERNAL USE
(LOCAL ANESTHETICS). (See also
§310.201(a)(19) and (23) of this chapter.)

Caution—Do not use in the eyes. Not
for prolonged use. If the condition for
which this preparation is used persists
or if a rash or irritation develops, dis-
continue use and consult physician.

ANTIHISTAMINICS FOR EXTERNAL
USE (EXCEPT PREPARATIONS FOR
OPHTHALMIC USE).

Caution—Do not use in the eyes. If
the condition for which this prepara-
tion is used persists or if a rash or irri-
tation develops, discontinue use and
consult physician.
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ANTIHISTAMINICS, ORAL. (See also
§310.201(a)(4) and (a)(24) of this chap-
ter.)

Caution—This preparation may cause
drowsiness. Do not drive or operate
machinery while taking this medica-
tion. Do not give to children under 6
yvears of age or exceed the rec-
ommended dosage unless directed by
physician.

The reference to drowsiness is not re-
quired on preparations for the pro-
motion of sleep or on preparations that
are shown not to produce drowsiness.

ANTIPYRINE.

Warning—Do not exceed rec-
ommended dosage. If skin rash appears,
discontinue use and consult physician.

ANTISEPTICS FOR EXTERNAL USE.

Caution—In case of deep or puncture
wounds or serious burns, consult physi-
cian. If redness, irritation, swelling, or
pain persists or increases or if infection
occurs discontinue use and consult
physician.

The reference to wounds and burns is
not required on preparations intended
solely for diaper rash.

ARSENIC PREPARATIONS.

Warning—Frequent or prolonged use
may cause serious injury. Do not ex-
ceed recommended dosage. Keep out of
the reach of children.

BELLADONNA PREPARATIONS AND
PREPARATIONS OF ITS ALKALOIDS
(ATROPINE, HYOSCYAMINE, AND
SCOPOLAMINE (HYOSCINE);
HYOSCYAMUS, STRAMONIUM,
THEIR DERIVATIVES, AND RE-
LATED DRUG PREPARATIONS.

Warning—Not to be used by persons
having glaucoma or excessive pressure
within the eye, by elderly persons
(where undiagnosed glaucoma or exces-
sive pressure within the eye occurs
most frequently), or by children under
6 years of age, unless directed by a phy-
sician. Discontinue use if blurring of
vision, rapid pulse, or dizziness occurs.
Do not exceed recommended dosage.
Not for frequent or prolonged use. If
dryness of the mouth occurs, decrease
dosage. If eye pain occurs, discontinue
use and see your physician imme-
diately as this may indicate
undiagnosed glaucoma.
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