§ 740.12

21 CFR Ch. I (4–1–10 Edition)

§ 740.12 Feminine deodorant sprays.
(a) For the purpose of this section,
the term ‘‘feminine deodorant spray’’
means any spray deodorant product
whose labeling represents or suggests
that the product is for use in the female genital area or for use all over
the body.
(b) The label of a feminine deodorant
spray shall bear the following statement:
Caution—For external use only. Spray at
least 8 inches from skin. Do not apply to broken, irritated, or itching skin. Persistent,
unusual odor or discharge may indicate conditions for which a physician should be consulted. Discontinue use immediately if rash,
irritation, or discomfort develops.

The sentence ‘‘Spray at least 8 inches
from skin’’ need not be included in the
cautionary statement for products
whose expelled contents do not contain
a liquified gas propellant such as a
halocarbon or hydrocarbon propellant.
(c) Use of the word ‘‘hygiene’’ or
‘‘hygienic’’ or a similar word or words
renders any such product misbranded
under section 602(a) of the Federal
Food, Drug, and Cosmetic Act. The use
of any word or words which represent
or suggest that such products have a
medical usefulness renders such products misbranded under section 502(a) of
the Act and illegal new drugs marketed
in violation of section 505 of the Act.
[40 FR 8929, Mar. 3, 1975]
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§ 740.17 Foaming detergent bath products.
(a) For the purpose of this section, a
foaming detergent bath product is any
product intended to be added to a bath
for the purpose of producing foam that
contains a surface-active agent serving
as a detergent or foaming ingredient.
(b) The label of foaming detergent
bath products within the meaning of
paragraph (a) of this section, except for
those products that are labeled as intended for use exclusively by adults,
shall bear adequate directions for safe
use and the following caution:
Caution—Use only as directed. Excessive
use or prolonged exposure may cause irritation to skin and urinary tract. Discontinue
use if rash, redness, or itching occurs. Consult your physician if irritation persists.
Keep out of reach of children.

(c) In the case of products intended
for use by children, the phrase ‘‘except
under adult supervision’’ may be added
at the end of the last sentence in the
caution required by paragraph (b) of
this section.
[51 FR 20475, June 5, 1986]

§ 740.18 Coal tar hair dyes posing a
risk of cancer.
(a) The principal display panel of the
label and any labeling accompanying a
coal tar hair dye containing any ingredient listed in paragraph (b) of this section shall bear, in accordance with the
requirements of § 740.2, the following:
Warning—Contains an ingredient that can
penetrate your skin and has been determined
to cause cancer in laboratory animals.

(b) Hair dyes containing any of the
following ingredients shall comply
with the requirements of this section:
(1) 4-methoxy-m-phenylenediamine (2,4diaminoanisole) and (2) 4-methoxy-mphenylenediamine
sulfate
(2,4diaminoanisole sulfate).
[44 FR 59522, Oct. 16, 1979]
EFFECTIVE DATE NOTE: At 47 FR 7829, Feb.
23, 1982, § 740.18 was stayed until further notice, effective Sept. 18, 1980.

§ 740.19

Suntanning preparations.

The labeling of suntanning preparations that do not contain a sunscreen
ingredient must display the following
warning: ‘‘Warning—This product does
not contain a sunscreen and does not
protect against sunburn. Repeated exposure of unprotected skin while tanning may increase the risk of skin
aging, skin cancer, and other harmful
effects to the skin even if you do not
burn.’’ For purposes of this section, the
term ‘‘suntanning preparations’’ includes gels, creams, liquids, and other
topical products that are intended to
provide cosmetic effects on the skin
while tanning through exposure to UV
radiation (e.g., moisturizing or conditioning products), or to give the appearance of a tan by imparting color to
the skin through the application of approved
color
additives
(e.g.,
dihydroxyacetone) without the need for
exposure to UV radiation. The term
‘‘suntanning preparations’’ does not include products intended to provide sun
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