MAJOR NASAL DECONGESTANT- oxymetazoline hydrochloride spray
Major Pharmaceuticals

Major Nasal Decongestant Spray

Drug Fact

Active Ingredient
Oxymetazoline HCL 0.05%

Purpose
Nasal Decongestant

Uses

Temporarily relieves nasal congestion due to:

common cold

hay fever

sinusitis

upper respiratory allergies

shrinks swollen membranes so you can breathe more freely

Warnings

Ask a Doctor before use if you have

heart diease

high blood pressure

diabetes

thyroid disease

trouble urinating due to enlarged prostate gland

When using this product

Do not use more than directed

e do not use for more than three days, Use only as directed. Frequent or prolonged
use may cause nasal congestion to recur or worsen.

e temporary discomfort such as burning, stinging, sneezing or an increase in nasal
discharge may occur.

e use of this container by more than one person may spread infection.

Stop use and ask a doctor if



Symptoms persist

ask a health professional before use.

Keep out of the reach of children

if swallowed, get medical help or contact a Poison Control Center right away.

Directions

e Adults and children 6 to under 12 years of age (with adult supervision):2 or 3 sprays
in each nostril not more than every 10 to 12 hours. Do not exceed 2 doses in any
24-hour period.

e Children under 6 years of age consult a doctor.To spray, squeeze bottle quickly and
firmly. Do not tilt head backwards while spraying, wipe nozzle clean after use.

Other information
e store between 20° and 25°C (68° to 77°F)
e retain carton for future reference on full labeling

Inactive ingredients

benzalkonium chloride, edetate disodium, glycerin, polyethylene glycol, povidone,
propylene glycol, sodium phosphate dibasic, sodium phosphate monobasic, water
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Drug Facts

Active ingredient Purpose
Owyrnetanaing hydmchionds 0.05%.. Nasal decongéstant

Uises « temporarty relieves nasal congestion due to:
= gomimon cold = hay feer = uppes resparatory
allergies » femperarily refieves sinus congestion and
presgune « shirisks swolen nasal membranes so you
can breathe moe frealy

Warnings

Ask a doctor before use il you have = hea dsmse
* high blood pressure = thyroid disease « diahetes

= froubile urnatng due 1o an enfarged prostate gland
When uzing this product

= do mot use more than directed

= da ol v Tor more than 3 days. Lse only as
directed. Frequent of prolonged use may caise nasal
congestion t recer or worsen,

= lemporary descomlort such as buming, stinging,
sneezing or @ increass in nasal discharge may ocour
= g of this contiser by mone than ooe pensan may
spread infection

Stop use and ask a doctor i sympioms persist

If pregriznt or breast-feeding, ask aheafh
prolessional belore use. ]

Keep out of reach of children. If swaliowsd, get medical
help or contact a Roison Controd Center {1-800-222-1233)
rght aiay

Directions

Cap removal instructions: Push firmiy down on cap and
tom counter clockwise to remove. To spray, squeess
botde quicidy and firmiy, Do not &% head backward
wihile spraying. Wipe nozzle chean after use. To reapply
cap tam cap on boftle clockwise un®l secure

= adukts and children 6 fo under 12 years of age fwith
adik supervision): 2 or 3 sprays in each nosfil not
e often than eveny 10 1 12 hours. Do not extied

2 doses in any 24-hour period

« chélidren under B years of age- a5k a doctor. b
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Drug Facts [continued)

Other information

= shore betwezn 207 10 25°C
65 o TT°F)

= rakan caron fof fulune
refesence on full labeling

Inactive ingredients
Benalkanmim Chiorde, Disodasn
EOTA, Disodiem Phosphate, Glycern
PEG-6, Propylene Giycal, VE,
Sodium Prosphate, Water (Purified)

Questions? czil 1-200-222-1807

[ IMPORTANT: KEE® DUTER CARTON FOR |

in seconds providing up to
12 hours of nasal congestion

+ relief without drowsiness.

Up to 12-hour relief frem

| nasal congestion. Relief lasts

All-Day or All-Night.

Distnbuted by:
MAIOR® PHARMACEUTICALS
Indianapalis, IN 46268
Questions ar commants?
Call {800) §18-247
wwwmajerpharmaceuticals.com
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SEE CARTON FOR FULL LABELING
ive ingredient: Oxymetazoline hydrochloride 0.05%
Uses: See carton. Warnings: Ask a doctor before use if you
ve * heart disease # high blood pressure » thyroid disease
‘» diabetes # trouble urin |ng due to an enlarged prostate gland
When using this product « do not use more than directed
* to not use for more than 3 days. Use only as directed. Frequent
r prolonged use may cause nasal congestion o recur or worsen.
» ternporary discomfort such as burning, stinging, sneezing or an
increase in nasal discharge may occur * use of this container by
more than one person may ?md infection, Stop use and ask a
doctor if symptoms persist nant or hmast-feedin%, ask
a health professional before use. Keep out of reach of children.
E1 swallowed, %et medical help or contact a Poison Conirol Center

-B00-222-1222) right away. Directions: » adults and children
to under 12 years of age (with adult supervision); 2 or 3 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 ;ears
[iage: ask a doctor. # store between 20° to 25°C (68° to /7°F)
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MAJOR NASAL DECONGESTANT

oxymetazoline hydrochloride spray

Product Information

Product Type HUMAN OTC DRUG

Route of Administration NASAL

Active Ingredient/Active Moiety
Ingredient Name

\KTHJ‘IM

Item Code (Source) NDC:0904-7435

Basis of Strength Strength

OXYMETAZOLINE HYDROCHLORIDE (UNII: K89MJOS5VY) (OXYMETAZ OLINE OXYMETAZ OLINE 0.5 mg
- UNI:8VLN5B44ZY) HYDROCHLORIDE in 1 mL
Inactive Ingredients

Ingredient Name Strength

POLYETHYLENE GLYCOL 300 (UNIl: 5655G9Y8AQ)
GLYCERIN (UNIl: PDC6A3C00OX)

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
EDETATE DISODIUM (UNII: 7FLD91C86K)

SODIUM PHOSPHATE, MONOBASIC (UNII: 3980JIH2S W)

SODIUM PHOSPHATE, DIBASIC, ANHYDROUS (UNIIl: 22ADO53M6F)

POVIDONE (UNIl: FZ989GH94E)



BENZALKONIUM CHLORIDE (UNIl: F5SUM2KM3W7)
WATER (UNIl: 059QFOKOO0R)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:0904- .
1 7435-35 1in 1 CARTON 12/31/2023
1 15 mL in 1 BOTTLE, SPRAY; Type 0: Not a
Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO012 12/31/2023

Labeler - Major Pharmaceuticals (191427277)
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