§355.55

Children under 6 years of age: consult a
dentist or doctor.

() For stannous fluoride treatment
rinse products. (i) ‘“‘Use immediately
after preparing the rinse.”

(i1) For powder or effervescent tablets
used to prepare treatment rinses. ‘Do not
use as a rinse until all the’’ (select one
of the following: ‘‘powder’ or ‘‘tablet’)
“‘has dissolved.”

(4) For anticaries preventive treatment
gel products. Adults and children 6
years of age and older: Use once a day
after brushing your teeth with a tooth-
paste. Apply the gel to your teeth and
brush thoroughly. Allow the gel to re-
main on your teeth for 1 minute and
then spit out. Do not swallow the gel.
Do not eat or drink for 30 minutes after
brushing. Instruct children under 12
yvears of age in the use of this product
(to minimize swallowing). Supervise
children as necessary until capable of
using without supervision. Children
under 6 years of age: consult a dentist
or doctor.

(5) For all concentrated treatment rinse
solutions, powders, and effervescent tab-
lets. The following statement shall ap-
pear as the first statement under direc-
tions: ‘“Do not use before mixing with
water.”

(e) Additional labeling statements for
anticaries drug products. The following
statements need not appear under
warnings, but are required to appear on
the label of anticaries drugs products
as applicable.

(1) For all preventive treatment gels.
“This is a(n)’’ (select one or both of the
following: ‘“‘anticavity’ or ‘‘fluoride’’)
“preventive treatment gel, not a tooth-
paste. Read directions carefully before
using.”

(2) For all stannous fluoride treatment
rinse, preventive treatment gel, and den-
tifrice products. ‘‘This product may
produce surface staining of the teeth.
Adequate toothbrushing may prevent
these stains which are not harmful or
permanent and may be removed by
your dentist.”

(f) Optional additional labeling
statements—(1) For fluoride treatment
rinses and preventive treatment gels. The
following labeling statement may ap-
pear in the required boxed area des-
ignated “APPROVED USES”: ‘The
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combined daily use of a fluoride pre-
ventive treatment’ (select one of the
following: ‘‘rinse” or ‘‘gel”’) ‘‘and a flu-
oride toothpaste can help reduce the
incidence of dental cavities.”

(2) For dentifrice products containing
1,500 ppm theoretical total fluorine.
““Adults and children over 6 years of
age may wish to wuse this extra-
strength fluoride dentifrice if they re-
side in a nonfluoridated area or if they
have a greater tendency to develop cav-
ities.”
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Mar. 17, 1999]

§355.55 Principal display panel of all
fluoride rinse drug products.

In addition to the statement of iden-
tity required in §355.50, the following
statement shall be prominently placed
on the principal display panel: ‘“‘IM-
PORTANT: Read directions for proper
use.”

§355.60 Professional labeling.

(a) The labeling for anticaries fluo-
ride treatment rinses identified in
§355.10(a)(3) and (c)(3) that are spe-
cially formulated so they may be swal-
lowed (fluoride supplements) and are
provided to health professionals (but
not to the general public) may contain
the following additional dosage infor-
mation: Children 3 to under 14 years of
age: As a supplement in areas where
the water supply is nonfluoridated (less
than 0.3 parts per million (ppm)), clean
the teeth with a toothpaste and rinse
with 5 milliliters (mL) of 0.02 percent
or 10 mL of 0.01 percent fluoride ion
rinse daily, then swallow. When the
water supply contains 0.3 to 0.7 ppm
fluoride ion, reduce the dose to 2.5 mL
of 0.02 percent or 5 mL of 0.01 percent
fluoride ion rinse daily.

(b) The labeling for products mar-
keted to health to health professionals
in package sizes larger than those spec-
ified in §355.20 shall include the state-
ments: ‘“‘For Professional Office Use
Only” and ‘“‘This product is not in-
tended for home or unsupervised con-
sumer use.”’
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