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SALTS). (See also § 201.314 of this chapter.)
‘‘Keep out of reach of children. In
case of overdose, get medical help or
contact a Poison Control Center right
away;’’ or ‘‘Keep out of reach of children.’’
If the article is an aspirin preparation, it should bear the first of the
above two warning statements. In either case, the above information
should appear on the label.
Caution—For children under 3 years
of age, consult your physician; or
Caution—For younger children, consult your physician.
One of the two immediately preceding caution statements is required
on the label of all aspirin tablets, but
such a statement is not required on the
labels of other salicylates clearly offered for administration to adults only.
If offered for use in arthritis or rheumatism, in juxtaposition therewith,
the statement:
Caution—If pain persists for more
than 10 days, or redness is present, or
in conditions affecting children under
12 years of age, consult a physician immediately.
SALICYLATES: METHYL SALICYLATE (WINTERGREEN OIL). (See also
§§ 201.303 and 201.314 of this chapter.)
‘‘Do not use otherwise than as directed. Keep out of reach of children to
avoid accidental poisoning. If swallowed, get medical help or contact a
Poison Control Center right away.’’
If the preparation is a counter-irritant or rubefacient the statement:
Caution—Discontinue use if excessive
irritation of the skin develops. Avoid
getting into the eyes or on mucous
membranes.
If offered for use in arthritis or rheumatism, in juxtaposition therewith,
the statement:
Caution—If pain persists for more
than 10 days, or redness is present, or
in conditions affecting children under
12 years of age consult a physician immediately.
SILVER.
Caution—Frequent or prolonged use
of this preparation may result in permanent discoloration of skin and mucous membranes.

SODIUM PERBORATE MOUTHWASH
AND GARGLE AND TOOTHPASTE.
Caution—Discontinue use if irritation
or inflammation develops, or increases.
Avoid swallowing.
SULFONAMIDE NOSE DROPS.
Caution—Do not use if a known allergy to sulfonamide drugs exists.
SULFUR PREPARATION FOR EXTERNAL USE.
Caution—If undue skin irritation develops or increases, discontinue use
and consult physician.
THROAT PREPARATIONS FOR TEMPORARY RELIEF OF MINOR SORE
THROAT:
LOZENGES,
TROCHES,
WASHES, GARGLES, ETC. (See also
§ 201.315 of this chapter.)
Warning—Severe or persistent sore
throat or sore throat accompanied by
high fever, headache, nausea, and vomiting may be serious. Consult physician
promptly. Do not use more than 2 days
or administer to children under 3 years
of age unless directed by physician.
TOOTHACHE PREPARATIONS.
For temporary use only until a dentist can be consulted.
ZINC STEARATE DUSTING POWDERS.
‘‘Keep out of reach of children; avoid
inhaling. If swallowed, get medical
help or contact a Poison Control Center right away.’’
[39 FR 11745, Mar. 29, 1974, as amended at 40
FR 8917, Mar. 3, 1975; 40 FR 13496, Mar. 27,
1975; 41 FR 10885, Mar. 15, 1976; 51 FR 27760,
Aug. 1, 1986; 51 FR 35340, Oct. 2, 1986; 52 FR
15893, Apr. 30, 1987; 52 FR 30057, Aug. 12, 1987;
52 FR 47324, Dec. 11, 1987; 53 FR 7093, Mar. 4,
1988; 55 FR 31783, Aug. 3, 1990; 57 FR 58376,
Dec. 9, 1992; 59 FR 43412, Aug. 23, 1994; 64 FR
13296, Mar. 17, 1999; 68 FR 18882, April 17, 2003;
68 FR 34293, June 9, 2003]

§ 369.21 Drugs; warning and caution
statements required by regulations.
ACETAMINOPHEN
(N-ACETYL-pAMINOPHENOL) (See § 310.201(a)(1) of
this chapter.)
Warning—Do not give to children
under 3 years of age or use for more
than 10 days unless directed by a physician.
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If offered for use in arthritis, or rheumatism, in juxtaposition therewith,
the statement:
Caution—If pain persists for more
than 10 days, or redness is present, or
in conditions affecting children under
12 years of age consult a physician immediately.
ALCOHOL
RUBBING
COMPOUND.
(See 26 CFR 182.855(a)(5); The National
Formulary, Tenth Edition 1955, pp. 27–
28; and section 502(g) of the act).
Warning—For external use only. If
taken
internally
serious
gastric
distrubances will result.
ANTIHISTAMINICS, ORAL (PHENYLTOLOXAMINE DIHYDROGEN CITRATE AND CHLOROTHEN CITRATE
PREPARATIONS). (See § 310.201(a)(4)
and (a)(24) of this chapter.)
Caution—This preparation may cause
drowsiness. Do not drive or operate
machinery while taking this medication. Do not give to children under 6
years of age or exceed the recommended dosage unless directed by
physician.
If offered for symptoms of colds, the
statement:
Caution—If relief does not occur
within 3 days, discontinue use and consult physician.
DICYCLOMINE
HYDROCHLORIDE
WITH AN ANTACID. (See § 310.201(a)(8)
of this chapter.)
Warning—Do not exceed the recommended dosage. Do not administer
to children under 12 years of age or use
for a prolonged period unless directed
by physician, since persistent or recurring symptoms may indicate a serious
disease requiring medical attention.
DIPHEMANIL
METHYLSULFATE
FOR
EXTERNAL
USE.
(See
§ 310.201(a)(22) of this chapter.)
Caution—If redness, irritation, swelling, or pain persists or increases, discontinue use and consult physician.
DRUGS IN DISPENSERS PRESSURIZED BY GASEOUS PROPELLANTS.
(See also § 310.201(a) (11) and (18) of this
chapter.)
The warnings herein shall appear
prominently and conspicuously, but in
no case may the letters be less than 1⁄16
inch in height.

If the label of any package is too
small to accommodate the warnings,
the Commissioner may establish by
regulation an acceptable alternative
method, e.g., a type size smaller than
1⁄16 inch in height. A petition requesting such a regulation, as an amendment to this paragraph, shall be submitted to the Division of Dockets Management in the form established in
part 10 of this chapter.
Warning—Avoid spraying in eyes.
Contents under pressure. Do not puncture or incinerate. Do not store at temperature above 120° F. Keep out of
reach of children.
In the case of products packaged in
glass containers, the word ‘‘break’’
may be substituted for the word
‘‘puncture.’’
The words ‘‘Avoid spraying in eyes’’
may be deleted from the warning in the
case of a product not expelled as a
spray, or that is intended to be used in
the eyes.
In addition to the above warning, the
label of a drug packaged in a self-pressurized container in which the propellant consists in whole or in part of a
halocarbon or hydrocarbon shall bear
the following warning:
Warning—Use only as directed. Intentional misuse by deliberately concentrating and inhaling the contents can
be harmful or fatal.
The warning is not required for the
following products:
(a) Products expelled in the form of a
foam or cream, which contain less than
ten percent propellant in the container;
(b) Products in a container with a
physical barrier that prevents escape of
the propellant at the time of use;
(c) Products of a net quantity of contents of less than 2 ozs. that are designed to release a measured amount of
product with each valve actuation;
(d) Products of a net quantity of contents of less than 1⁄2 oz.
DYCLONINE HYDROCHLORIDE. (See
§ 310.201(a)(23) of this chapter.)
Caution—Do not use in the eyes. Not
for prolonged use. Do not apply to
large areas of the body. If redness, irritation, swelling, or pain persists or increases, discontinue use unless directed
by physician. Do not use, but consult
physician for deep or puncture wounds
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or serious burns. Do not use in case of
rectal bleeding, as this may indicate
serious disease.
HEXADENOL. (See § 310.201(a)(11) of
this chapter.)
Caution—Do not use for treatment of
serious burns or skin conditions or for
conditions which persist for prolonged
periods. In such cases, consult your
physician. Do not spray in vicinity of
eyes, mouth, nose, or ears. Do not store
above 120° F.
IPECAC
SYRUP
IN
ONE-FLUID
OUNCE CONTAINERS FOR EMERGENCY TREATMENT OF POISONING,
TO INDUCE VOMITING. (See § 201.308
of this chapter.)
Ipecac syrup packaged for over-thecounter sale must bear statements to
the following effect, in a prominent
and conspicuous manner:
The following statement (boxed and
in red letters):
‘‘For emergency use to cause vomiting in poisoning. Before using, call
physician, the Poison Control Center,
or hospital emergency room immediately for advice.’’
The following warning: Warning—
Keep out of reach of children. Do not
use in unconscious persons. Ordinarily,
this drug should not be used if strychnine, corrosives such as alkalies (lye)
and strong acids, or petroleum distillates such as kerosene, gasoline, coal
oil, fuel oil, paint thinner, or cleaning
fluid have been ingested.
ISOAMYLHYRDOCUPREINE AND ZOLAMINE HYDROCHLORIDE RECTAL
PREPARATIONS FOR EXTERNAL
USE (See § 310.201(a)(3) of this chapter.)
Warning—Do not use this preparation
in case of rectal bleeding, as this may
indicate serious disease.
NEOMYCIN SULFATE WITH A VASOCONSTRICTOR, IN NASAL PREPARATIONS (SPRAY OR DROPS).
Caution—Do not exceed recommended
dosage. Do not administer to children
under 3 years of age unless directed by
physician.
PRAMOXINE HYDROCHLORIDE FOR
EXTERNAL USE. (See § 310.201(a)(19) of
this chapter.)

apply to large areas of the body. If redness, irritation, swelling, or pain persists or increases, discontinue use unless directed by a physician.
SODIUM GENTISATE. (See §§ 201.314
and 310.301(a)(2) of this chapter.)
Warning—Do not use in children
under 6 years of age or use for prolonged period unless directed by physician.
‘‘Keep out of reach of children. In
case of overdose, get medical help or
contact a Poison Control Center right
away.’’
If offered for use in arthritis or rheumatism, in juxtaposition therewith,
the statement:
Caution—If pain persists for more
than 10 days, or redness is present, or
in conditions affecting children under
12 years of age, consult a physician immediately.
TUAMINOHEPTANE
SULFATE
NASAL
PREPARATIONS.
(See
§ 310.201(a)(16) of this chapter.)
Caution—Do not exceed recommended
dosage. Overdosage may cause nervousness, restlessness, or sleeplessness. Individuals with high blood pressure,
heart disease, diabetes, or thyroid disease should use only as directed by
physician. Do not use for more than 3
or 4 consecutive days unless directed
by physician.
VIBESATE
PREPARATIONS.
(See
§ 310.201(a)(18) of this chapter.)
Caution—Do not use but consult physician for deep or puncture wounds or
serious burns. If redness, irritation,
swelling, or pain persists or increases,
discontinue use and consult physician.
Warning—Contents under pressure.
Do not puncture. Do not use or store
near heat or open flame. Exposure to
temperatures above 130° Fahrenheit
may cause bursting. Never throw container into fire or incinerator.
[39 FR 11745, Mar. 29, 1974]
EDITORIAL NOTE: For FEDERAL REGISTER citations affecting § 369.21, see the List of CFR
Sections Affected, which appears in the
Finding Aids section of the printed volume
and on GPO Access.

Caution—Do not use in the eyes or
nose. Not for prolonged use. Do not

PARTS 370–499 [RESERVED]
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