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Drug Facts

Active ingredient Purposs
Oxymetazofine HC! 0.025%............. Redness reliever
Use

« for the rellet of redness of the eye dus to
minor sye iiations

thl ings
befers use if you have narrow
annlnlu

When using this product

* OVeTUSe May CaUSs MOre eye redness

« remove contact lenses befors using

+ o not use i this solution changes color
of becomes cloudy

» do not touch tip of container to any surface
to avoid contamination

» replace cap after sach use

Stop ute and ask a doctor If

ey lasts
« condition worsens of lasts more than 72 hours

K pragnant or brsast-feading, ask 2 health
professional before use.

Keap ot of reach of childrsn, If swaliowsd,
ont medical help or contact a Poison Control
Center right away.

Drug Facls
(continued)

Direclions
+ adults and children 6
years of age and over:
put 1 or 2 drops in the
atfected eye(s)

+ this may be repeated
43 neaded every §
hours or as directed

by dosto

Other Information
« store at 15° 10 30°C
(59" 10 86F)

Inactive
Ingredients
benzaikonium chioride,
boric acid, edetate
disodium, puritied
water, sodium borate,
and sodium chloride

Questions?

Monday
9AM-5PMEST

Gaution: Do not use if

Visinee imprinted neckband

on bottle is broken
or missing.
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cause nasal congestion to recur or
worsen. If symptoms persist, consult a
doctor.”

(x) For topical nasal decongestant prod-
ucts labeled for both adults and for chil-
dren under 12 years of age. The labeling
of the product contains the applicable
warnings identified in paragraphs
(e)H2)(@), (e)(2)(11), (c)(2){dii), and (cX2)(V)
of this section.

(d) Directions. The labeling of the
product contains the following infor-
mation under the heading ‘‘Direc-
tions’:

(1) Oral nasal decongestants—(i) For
products containing phenylephrine hydro-
chloride identified in  §341.20(a)(1).
Adults and children 12 years of age and
over: 10 milligrams every 4 hours not
1o 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
every 4 hours not to exceed 15 milli-
grais in 24 hours. Children under 2
years of age: consult a doctor.

(ii) For products containing
pseudoephedrine hydrochloride or
pseudoephedrine sulfate identified in

$341.20 (a)(2) and (a)(3). Adults and chil-
dren 12 years of age and over: 60 milli-
grams every 4 to 6 hours not to exceed
240 milligrams in 24 hours. Children 6
to under 12 years of age: 30 milligrams
every 4 to 6 hours not to exceed 120
milligrams in 24 hours. Children 2 to
under 6 years of age: 15 milligrams
every 4 to 6 hours not to exceed 60 mil-
ligrams in 24 hours. Children under 2
years of age: consult a doctor.

(2) Topical nasal decongestants—(i) For
products containing levmetamfetamine
identified in § 341.20(b)(1) when used in an
inhalant dosage form. The product deliv-
ers in each 800 milliliters of air 0.04 to
0.150 milligrams of levmetamfetamine.
Adults: 2 inhalations in each nostril
not more often than every 2 hours.
Children 6 to under 12 years of age
(with adult supervision): 1 inhalation
in each nostril not more often than
eveiy o iours. Children under 6 years of
age: ask a doctor.

(ii) For products containing ephedrine,
epliedrine hydrochloride, or ephedrine
sulfute identified in §$341.20(b) (2), (3),
and (4) -(A) Nasal drops or sprays— For a
0.5-percent aqueous solution. Adults and
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children 12 years of age and over: 2 or
3 drops or sprays in each nostril not
more often than every 4 hours. Chil-
dren 6 to under 12 years of age (with
adult supervision): 1 or 2 drops or
sprays in each nostril not more often
than every 4 hours. Children under 6
years of age: consult a doctor.

(B) Nasal jelly—For a 0.5-percent
water-based jelly. Adults and children 6
to under 12 years of age (with adult su-
pervision): place a small amount in
each nostril and inhale well back into
the nasal passages. Use not more often
than every 4 hours.

(iii) For products containing naphazo-
line hydrochloride identified in
§ 341.20(b)(6)—(A) Nasal drops or sprays—
(1) For a 0.05-percent aqueous solution.
Adults and children 12 years of age and
over: 1 or 2 drops or sprays in each nos-
tril not more often than every 6 hours.
Do not give to children under 12 years
of age unless directed by a doctor.

(2) For a 0.025-percent aqueous solution.
Children 6 to under 12 years of age
(with adult supervision): 1 or 2 drops or
sprays in each nostril not more often
than every 6 hours. Children under 6
years of age: consult a doctor.

(B) Nasal jelly—() For a 0.05-percent
water-based jelly. Adults and children 12
years of age and over: place a small
amount in each nostril and inhale well
back into the nasal passages. Use not
more often than every 6 hours. Do not
give to children under 12 years of age
unless directed by a doctor.

2) For a 0.025-percent water-based
jelly. Children 6 to under 12 years of age
(with adult supervision): place a small
amount in each nostril and inhale well
back into the nasal passages. Use not
more often than every 6 hours. Chil-
dren under 6 years of age: consult a
doctor.

(iv) For products containing
ozymetazoline hydrochloride identified in
§341.20(b)(7)—(A) Nasal drops or sprays—
(I) For a 0.05-percent aqueous solution.
Adults and children 6 to under 12 years
of age (with adult supervision): 2 or 3
drops or sprays in each nostril not
more often than every 10 to 12 hours.
Do not exceed 2 doses in any 24-hour
period. Children under 6 years of age:
consult a doctor.

(@) A 0.025-percent agqueous solution in
a container having either a calibrated
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dropper or a metered-dose spray that de-
livers no more than 0.027 milligrams of
orymetazoline per three drops or three
sprays. Children 2 to under 6 years of
age (with adult supervision): 2 or 3
drops or sprays in each nostril not
more often than every 10 to 12 hours.
Use only recommended amount. Do not
exceed 2 doses in any 24-hour period.
[previous two sentences in boldface
type] Children under 2 years of age:
consult a doctor.

(B) Nasal jelly—For a 0.05-percent
water-based jelly. Adults and children 6
to under 12 years of age (with adult su-
pervision): place a small amount in
each nostril and inhale well back into
the nasal passages. Use not more often
than every 10 to 12 hours. Do not ex-
ceed 2 doses in any 24-hour period. Chil-
dren under 6 years of age: consult a
doctor.

(v) For products containing phenyl-
ephrine  hydrochloride - identified in
§341.20(b)(8)—(A) Nasal drops or sprays—
(I) For a 1-percenlt aqueous solution.
Adults and children 12 years of age and
over: 2 or 3 drops or sprays in each nos-
tril not more often than every 4 hours.
Do not give to children under 12 years
of age unless directed by a doctor,

(2) For a 0.5-percent aqueous solution.
Adults and children 12 years of age and
over: 2 or 3 drops or sprays in each nos-
tril not more often than every 4 hours.
Do not give to children under 12 years
of age unless directed by a doctor.

(3) For a 0.25-percent aqueous solution.
Adults and children 6 to under 12 years
of age (with adult supervision): 2 or 3
drops or sprays in each nostril not
more often than every 4 hours. Chil-
dren under 6 years of age: consult a
doctor.

(4) A 0.125-percent aqueous solution in
a container having either a calibrated
dropper or a metered-dose spray that de-
livers no more than 0.135 milligrams of
phenylephrine per three drops or three
sprays. Children 2 to under 6 years of
age (with adult supervision): 2 or 3
drops or sprays in each nostril not
more often than every 4 hours. Use
only recommended amount. [previous
sentence in boldface type] Children
under 2 years of age: consult a doctor.

(B) Nasal jelly—() For a I-percent
water-based jelly. Adults and children 12
years of age and over: place a small

amount in each nostril and inhale well
pack into the nasal passages. Use not
more often than every 4 hours. Do not
give to children under 12 years of age
unless directed by a doctor.

(2) For a 0.5-percent water-based jelly.
Adults and children 12 years of age and
over: place a small amount in each nos-
tril and inhale well back into the nasal
passages. Use not more often than
every 4 hours. Do not give to children
under 12 years of age unless directed by
a doctor.

(3) For a 0.25-percent water-based jelly.
Adults and children 6 to under 12 years
of age (with adult supervision): place a
small amount in each nostril and in-
hale well back into the nasal passages.
Use not more often than every 4 hours.
Children under 6 years of age: consult a
doctor.

(vi) For products containing
propylhexedrine identified in §341.20(5)(9)
when used in an inhalant dosage form.
The product delivers in each 800 milli-
liters of air 0.40 to 0.50 milligrams of
propylhexedrine. Adults and children 6
to under 12 years of age (with adult su-
pervision): 2 inhalations in each nostril
not more often than every 2 hours.
Children under 6 years of age: consult a
doctor.

(vii) For products containing
rylometazoline hydrochloride identified in
§341.20(b)(10)—(A)  Nasal drops  or
sprays—(1) For a 0.1-percent aqueous so-
lution. Adults and children 12 years of
age and over: 2 or 3 drops or sprays in

each nostril not more often than every
8 to 10 hours. Do not give to children
under 12 years of age unless directed by
a doctor.

(2) A 0.05-percent aqueous solution in a
container having either a calibrated drop-
per or a metered-dose spray that delivers
no more than 0.054 milligrams of
zylometazoline per three drops or three
sprays. Children 6 to under 12 years of
age (with adult supervision): 2 or 3
drops or sprays in each nostril not
more often than every 8 to 10 hours.
Children 2 to under 6 years of age (with
adult supervision): 2 or 3 drops or
sprays in each nostril not more often
than every 8 to 10 hours. Use only rec-
ommended amount. Do not exceed 3
doses in- any 24-hour period. [previous
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