TRIAMCINOLONE ACETONIDE- triamcinolone acetonide spray, metered
RUGBY LABORATORIES, INC.

Drug Facts

Active ingredient (in each spray)

Triamcinolone acetonide 55 mcg (glucocorticoid)

Purpose

Allergy symptom reliever

Uses

Temporarily relieves these symptoms of hay fever or other upper respiratory allergies:
nasal congestion

runny nose

sneezing

itchy nose

Warnings

Do not use

¢ In children under 2 years of age
e If you have ever had an allergic reaction to any of the ingredients

Ask a doctor before use if you

have had recent nose ulcers or nose surgery

have had a nose injury that has not healed

are using a steroid medicine for asthma, allergies or skin rash
have an eye infection

have or had glaucoma or cataracts

When using this product

e the growth rate of some children may be slower

e some symptoms may get better on the first day of treatment. It may take up to one
week of daily use to feel the most symptom relief.

e do not share this bottle with anyone else as this may spread germs

e remember to tell your doctor about all the medicines you take, including this one

Stop use and ask a doctor if

e you have, or come in contact with someone who has, chickenpox, measles or



tuberculosis

e you have or develop symptoms of an infection such as persistent fever
e you have any change in vision
e you have severe or frequent nosebleeds

If pregnant or breast-feeding,

ask a health professional before use.

Keep out of reach of children.

In case of overdose, get medical help or contact a Poison Control Center right away.

Directions

Read insert (inside package) on how to:
e get a new bottle ready (primed) before first use
e prime bottle again if not used for more than 2 weeks

use the spray

e clean the spray nozzle

ADULTS AND CHILDREN 12 YEARS OF AGE AND OLDER

adults and
children 12 years
of age and older

o once daily, spray 2 times into each nostril while sniffing
gently

o once your allergy symptoms improve, reduce to 1 spray in
each nostril per day.

CHILDREN 2 TO UNDER 12 YEARS OF AGE

year.

o the growth rate of some children may be slower while using this product. Talk to
your child’s doctor if your child needs to use the spray longer than two months a

children 6 to
under 12 years of
age

o an adult should supervise use

o once daily, spray 1 time into each nostril while sniffing gently

o if allergy symptoms do not improve, increase to 2 sprays in
each nostril per day. Once allergy symptoms improve,
reduce to 1 spray in each nostril per day.

children 2 to
under 6 years of
age

o an adult should supervise use

o once daily, spray 1 time into each nostril while sniffing gently

children under 2
years of age

o do not use

do not use more than directed

if you forget a dose, do not double the next dose

do not spray into eyes or mouth

if allergy symptoms do not improve after one week, stop using and talk to a doctor
do not use for the common cold

shake well before each use




Other information

e TAMPER EVIDENT: DO NOT USE IF SEALS ON CARTON ARE BROKEN OR
MISSING

e keep package and insert, They contain important information.

e Store between 20°C to 25°C (68°F to 779F)

Inactive ingredients

benzalkonium chloride solution (50% W/V) carboxymethylcellulose sodium, dextrose
monohydrate, edetate disodium dihydrate, hydrochloric acid, microcrystalline cellulose,
polysorbate 80 purified water & sodium hydroxide

Questions or comments?
Call toll-free1l-800-706-5575

Principal Display Panel
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Original Prescription Strength
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Allergy symptom reliever
(glucocorticoid)®

24 Hour Relief
Multi-symptom

» Masal Congestion

= Runny Nose

= Sneezing

» ltchy Nose

Mon-drowsy
Scent-free
Alcohol-free

120 Sprays

0.57 AL OZ (16.9 mL)

“Triamcinolong acsAonide 15 2 SIernid medicing KRown 25 2 gucocorticold

Revdid AMZ  FoonderHe I2E

3 IEIS!E'II-C

“;

Drug Facts

Aciive ingrediam

(im sach spray) Purpass

riamrinolone ecsimnioe
E& meg {glucocormicoid).. . Al
srpln- Tellayer

Uses

TEMparaTY neleyes hase sy mmam:

e
|an!]I TEvar Or e p:-erres:rm::,l

3K d0C0N Bf0rE us 11y

m N2¥E N2 TECAn nos2 Ak Or nose
SWgRN

m have fiad & nose injuy thar fhes oo
hedled

m 7% 5INg @ S1E0i0 madicine iy ashme
alenglzs or skin EEn

m h2vE 0 ya Infsction

m have 07 had glaucoma or camrees

Whan usig fils progecy

m the QoW e of same chikinen may b
shwzr

= EOME JMpaIms My ge e on the
first ey of raament [t may whe up &
onzwek of dally use 0 feel the most
Sympmm rElet

m b oY NEE I sn:i'ew ey dse
a5 1S M3y 5pres:

5109 e and &3k & docio B

m YOU Ve, OF COMe M0 COMECIWER
Someonewho fas, chickanpox, measkas
or Tubescuinsls

s o cartani o o B ol B i s 0 o e i 0 e e i i 0 - .

Product Type

Route of Administration

Product Information

TRIAMCINOLONE ACETONIDE

triamcinolone acetonide spray, metered

HUMAN OTC DRUG

NASAL

Active Ingredient/Active Moiety

Ingredient Name

Inactive Ingredients

Ingredient Name

Item Code (Source)

TRIAMCINOLONE ACETONIDE (UNIl: F446C597KA) (Triamcinolone Acetonide -
UNII:F446C597KA)

TRIAMCINOLONE
ACETONIDE

NDC:0536-1441

Basis of Strength Strength
55 ug

Strength




BENZALKONIUM CHLORIDE (UNIl: F5UM2KM3W7)

DEXTROSE MONOHYDRATE (UNII: LX22YL083G)

EDETATE DISODIUM (UNII: 7FLD91C86K)

HYDROCHLORIC ACID (UNIl: QTT17582CB)

SODIUM HYDROXIDE (UNII: 55X04QC32I)

WATER (UNIl: 059QF0KOOR)

MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)

POLYSORBATE 80 (UNIl: 60ZP39ZG8H)

CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED (UNIl: K6790BS311)

Packaging
Item T Marketing Marketing
# Code FREE RS DS e Start Date End Date
NDC:0536- :
1 Ja41-69 1in 1 CARTON 05/07/2024
1 120 in 1 BOTTLE, SPRAY; Type 2: Prefilled Drug Delivery

Device/System (syringe, patch, etc.)

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA214615 05/07/2024

Labeler - RuGBY LABORATORIES, INC. (079246066)

Revised: 9/2024 RUGBY LABORATORIES, INC.
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