NASAL ALLERGY- 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
¢ |n children under 2 years of age
e |f 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 (1800-222-
1222) right away.

Direction

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
e use the spray nozzle

ADULTS AND CHILDREN 12
YEARS OF AGE AND OLDER

adults and children 12 years of age and older
e once daily, spray 2 times into each nostril while sniffing gently
e once your allergy symptoms improve, reduce to 1 spray in each nostril per day

CHILDREN 2 TO UNDER 12 YEARS OF AGE

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

children 6 to under 12 years of age

e an adult should supervise use

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

e 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
e an adult should supervise use
e once daily, spray 1 time into each nostril while sniffing gently

CHILDREN UNDER 2 YEARS OF AGE

e do not use
e do not use more than directed
e if you forget a dose, do not double the next dose



do not spray into the eyes or mouth

if allergy symptoms do not improve after one weeks, 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 upright 20°C to 25°C (68°F to 77°F)

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 1-877-753-3935 Monday-Friday 9AM-5PM EST

Principal Display Panel

compare to the active ingredient in Nasacort® Allergy 24 HR*
nasal allergy spray, USP

triamcinolone

acetonide (glucocorticoid)**

55 mcg per spray

nasal allergy

symptom reliever

original prescription strength

24-hour relief of:

e nasal congestion
® runny nose

e itchy nose

e sneezing

non-drowsy
scent-free

alcohol-free



**triamcinolone acetonide is a steroid medicine known as a glucocorticoid

floz (mL)

*This product is not manufactured or distributed by Sanofi Consumer Healrhcare NA,
Distributor of Nasacort® Allergy 24HR

Distributed by:

RUGBY LABORATORIES

Indianapolis, IN 46268

Package label

———————————————————————————————— ﬁ‘._du_dl__hd_d.ddh_h_—_‘_
L]
L]
Drug Facts Drug Facts (cortinued) v | Prug Faets (continued)
L]
Acive Purposa | "o o ech ol chlern, n e f [ther infarmation
mmi“mmn' e prmsscateprcmntaveon | o T SM06KT: 00 NOT USE F sEaLs
. Do Carter (1900-222- 1222 gtewai |, | M CARTOM ARE BROXEN DR MISSNG
Sng e, Ay Mm mﬂ e : l:uohmdhlﬂnwnwﬂl
— o e ¢ AT RO T
- o | insctive
emyererly refiewss [hese mypiorns dae (2 fey |8 o prive botie again i nat wsed for more
o iy | i i mmmm“
.m“'mm 8 cean ths sprey naczis 1 | et i syt e s,
Wi iy celsnes, polysordaia B, pusfied weizr
iy s A0uTs a0 LR 1 YEMS A MO 0O | ko by
duits e chikdren 12 yuers of 5ga nd akder
Wamnings manct iy, spray 1 ties ke ch resa 1 || Ovestions or comments?
Canstum whie siffing perely H Call 1 <877~ TH0- 3505 Worckey-Friduy SAN-PM EST
Wiz onder 2 ol em W guca you ey srplons irpom, eaea.
oyt ot analegcmantonty | B1SapRechason gy 8 b g prochot s ot sanstaciond o dsiiseiad by
any of the rgredients CHILOFIEN 2 4 UNDER 12 YEARS OF AEE } Serur Conmuer Henc WA, ctrtasar of
Pesu i dhochur barioen ey W i et 803 Ak e i A A 2.
I el recad roes s ornos segery N showerwhile using this procuet. Tel i your '
v b 2 e injry et s o heeled chif3 oock H your chiinesds fs s [
-umnmmvm sy g 1has wa mortss A pai, i
e chl b e 1 e 1
wn apryis s
mﬂ i orcs da, Sy | BTe 1D e et L
product whi kg pertly
il ot B
B0 YRS Paay Dek hater O the B ;w%wﬁmw : Distributad by:
r&m‘rﬂgw"“x 821 el e . ! AUGHY" LABORATORIES
95 v 5 e i) o e | VTR 2100 e B ears o agu i -cianapols, N 4mane
Pamey e el shoukd Evperyise e ,  (Boo) Es-2471
mraTemke 1 your dockor sboet i | 00 dal ey | hma i a2 el | wnemioraglyeo
meciiags you ke, ke this o Whia srfing gy ! ;
e e CHLOREN URDEA 2 YEARS OF ME 1 Product of India
o ot it o onst | o i
i s chicheapes, measke or fubercolsis
ol L e M cirecied !
'&TlmW"mm lmlhﬂlﬂdﬂlﬂmﬂ‘slll |
W hawe ary chasge i vison
e S :?m"“""‘:‘"‘“‘ - i
f pregnast of breast-feeding, £5k & bealh, WEE, 5100 LS1g) 306 B4 10 Cloctse 1
prazeionel bafore s g i o e comenan okl H
I | i s el ech sae 4 B
'
_________________________________ -

(0 NDC 0538-1457-89 |

‘thi active |

nasal allergy
spray, USP

1
i
1
1
i
i
1
i
i
1
1
1
1
1
|

triamcinolone

acetonide (glucocorticoid)**
55 mcg per spray

nasal allergy

symptom reliever

original prescription strength

24-hour relief of:

« nasal congestion
« unmny nose

« itchy nose

= SNEEZING

non-drowsy
scent-free
alcohol-free

*riamcinalona acetanide
5 a sberoid medicing
kmewn as a glucocortiooid

120 sprays
0.57 fl oz (16.9 mL)
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RUGBY Nasal Allergy Spray

Product Type

NASAL ALLERGY

triamcinolone acetonide spray, metered

Product Information

HUMAN OTC DRUG

Item Code (Source)

NDC:0536-1457




Route of Administration NASAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
TRIAMCINOLONE ACETONIDE (UNII: F446C597KA) (Triamcinolone Acetonide -  TRIAMCINOLONE 55 4
UNII:F446C597KA) ACETONIDE 9
Inactive Ingredients
Ingredient Name Strength

BENZALKONIUM CHLORIDE (UNIl: F5SUM2KM3W7)

DEXTROSE MONOHYDRATE (UNII: LX22YL083G)

EDETATE DISODIUM (UNII: 7FLD91C86K)

HYDROCHLORIC ACID (UNIl: QTT17582CB)

SODIUM HYDROXIDE (UNII: 55X04QC32l)

WATER (UNII: 059QFOKOOR)

MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)

POLYSORBATE 80 (UNIl: 60ZP39ZG8H)

CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED (UNIl: K6790BS311)

Packaging
Item T Marketing Marketing
& Code FREEEE DEsEn e Start Date End Date
NDC:0536- '
1 1457-69 1in 1 CARTON 11/11/2025
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 11/11/2025

Labeler - Rugby Laboratories, Inc. (079246066)

Revised: 11/2025 Rugby Laboratories, Inc.
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