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(2) In addifion to the information
identified in paragraph-(b)(1) of this .
section, the labeling of the product may

_contain eny (one or more) of the
following statements:

(1) (Select one of the followmg “For
the teraporary relief of”” or *“Tempararily
relieves™) (select one of the following:

“g mif{' nose,” “stopped up nose,"”
“nasal stuffiness,” or “‘clogged up
nose.”)
(ii) {Select one of the" foll
“Reduces swelling of,” “Deoongests " or
“Helps clear”) “nasal  passages; shrinks
swollen membranes.”
(iii) “Ternporarily restores freer
breathing through the nose." :
(iv) “Helps decongest sinus openings
and passages; tamporanly relieves sinus
congestion and pressure.’
{v) “Promotes nasal and/or.sinus
drainage; temporarily relieves sinus
congestion and pressure.’
(c) Warnings. The labeling of the
product contains the following warnings
under the heading “Warnings™:

- (1) Ora} nasal decongestants—{i) For
‘products containing phenylephrine

- hydrochloride, pseudoephedrine -
hydrochloride, or pseudoephedrine

sulfate identified in § 341.20 (a)(1),

(a)(2), and (a)(3) when labeled for
‘adults: (A) “Do not exceed .
recornmended dosage. [first sentence in-
boldface type] if nervousness, dizziness,
or sleeplessness occur, dlscontmue use
and consult a doctor.”

' (B) "If symptoms do'not i unprove _
within'7 days or are accompamed by.
fever, consult a doctor.”

- (C) “Do not take this pmduct ifyou
have hieart disease, high blood-: pressure

- thyroid disease, diabetes, or difficulty in_

urination due to enlargement of the
prostate gland unless directed by a
doctor.”
(D) “Drug lnteracﬁon precautxan Do
. not use this product if you are now,
taking a prescription monoamine
oxidase inhibitor {MAOI) {certain drugs
“for depression, psychiatric or emotional
conditions, or Parkinson’s disease), or
for 2 weeks after stopping the MAOI
drug: If you are uncertain whether your
prescription drug contains an MAQI,
consult a health profasslonal before
taking this product.” :
(it} For products containing

phen ylepgnne hydrochloride,
pseizdoephedrine hydrochloride, or
pseudoephedrine sulfate identified in
§341.20 (a)(1), (a)(2), and (a)(3) when
labeled for children under 12 years of
age. (A) “Do not exceed recommended
dosage. [first sentence in boldface typel
If nervousness, dizziness, or
. sleeplessness occut, discontinue use

_ and consult'adector.” -

_temporary

“urination due to-enlargement of the-

- §341.20(b)(6) at a concentration af 0.0
" it may cause sedation if swallowed. *

" §341.20(b)(9) when used in an inhalaf}

(B) “If symptoms do not unpmve
within 7 days or are accompanied by
fever, consult a doctor.”

(C) “Do not give this praduct to a
child who has heart diseasse, high blood
pressure, thyroid diseasae, or diabetes
unless directed by a doctor.”

, (D) “Drug interaction precaution. Do
not give this product to a child who-is
taking a prescription monoamine
oxidase inhibitor (MAOI) (certain drugs
for depression, psychiatric or emotional
conditions), or for 2 weeks after
stopping the MAQI drug. If you are
uncertain whéther your child’s :
prescription drug contains an MAOI,
consult a heelth professional before
giving this product.”

~{iii} For omI nasal decongestant
products labeled for both adults and
children under 12 years of age. The
labeling of the product contains the

warnings identified in paragraph
{c)(1){i) of this section. .

(2) Topical nasal decongestants—{i)
For products containing any toplcal
nasal decongestant identified in
§341.20(b) when labeled for adults: (A)
“Do not exceed recommended dosage "
[sentence in boldface type]

(B) “This cﬁu'oduct may cause

iscomfort such as bummg,
stinging, sneezmg, or an increase in
nasal discharge.”

{C) “The use of this container by more

.than one person may spread mfecuon

(ii) [Reserved] .

(iii) For products containing -
ephedrine, ephedrine hydrochleride, - -
ephedrine sulfate, naphazoline -
hydrochloride, oxymetazoline
hydrochloride, phenylephrine . =
hydrochloride, or xylometazoline
‘hydrochloride identified in § 341.20

(b)(2), (b)(3), (b)(4). (b)(B), (b)(7), (bXB),

and (b)(10) when used as nasal sprays,
drops, or jellies and when labeled for
adults. (A) “Do not use this product for

‘more than 3 days. Use only as directed.

Frequent or prolonged use may cause
nasal congestian to recur or worsen. If
toms persist, consult a doctor.”
(B) “Do not use this product 1fyou

- have heart disease, high blood pressure}”

thyroid disease, diabetes, or dxfﬁculty i

prostate gland unless diracted by a
doctor.” -

(iv) For products containing -
naphazoline hydrochloride identified i

percent. “Do not use this product in
children under 12 years of age becausa

(v) For products contanung
propylhexedrine-identified in

dosage form and when labeled for
adults. “Do not use this product for

. every 4 hours not to exceed 15
_ mﬂligmms in 24 hours. Children urrde

more than 3 days. Use only as directed.
Frequent or prolonged use may cause
nasal congestion to recur or worsen. If
toms persist, consult a doctor.”
(v1) For products containing any
topical nasal decongestant identified in
§ 341.20(b) when labeled for children
under 12 years of age. The labeling of
the product contains the warnings
identified in paragraph (c}(2)(i) of this

section

(vii) [Reserved] ]

(viii) For products containing
ephedrine, ephedrine hydrochloride,
ephedrine sulfate, naphazoline
hydrochloride, oxymetazoline
hydrochioride, phenylephrine
hydrochloride, or xylometazoline
hydrochloride identified in
§341.20(b)(2), (b)(3), (b)(4), (b)(6), (bX(7),

_(b)(8), and (b)(10) when used as nasal

sprays, drops, or jellies and when

- labeled for children under 12 years of

age. (A) “Do not use this product for
more than 3 days. Use anly as directed.
Frequent or prolonged use may cause
nasal congestion to recur or worsen. If

ymptoms persist, consult a doctor.”

?“Do not use this product in a child

who hes heart disease, high blood
pressure, thyroid disease, or diabetes
unless directed by a doctor.”

- (ix) For products con taining
propylhexedrine identified in
§341.20(b)(9) when used in an mhaiar
dosage form and when labeled for
children under 12 years of age. “Do not

- - use this product for more than 3 days.

Use only as directed. Frequent or
prolonged use may cause nasal
congestion to recur or worsen. If
toms persist, consult a-doctor."”
}JFor topical nasal decongestant

-products labeled for both adults and for

childrén under 12 years of age. The
labeling of the product contains the
applicable warnings identified in

paragraphs (c)(2)4), (c)(2)(ii), {c)(2)(iii),
- and (¢)(2){v} of this section.

(d) Directions. The labeling of the
"product contains the following
informanon under the headmg

d%a! a econestants——(l) For
products containing phenylephrine
hydrochlioride identified in

'§341.20(a)(1). Adults and children 12

years of age and over: 10 milligrams
every 4 hours not to exceed 60
milligrams in 24 hours. Children 6 to -
under 12 years of age: 5 milligrams
every 4 hours not to exceed 30

" milligrams in 24 hours. Children 2 to

under-6 years of age: 2.5 milligrams _

s .
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