FLUTICASONE PROPIONATE- fluticasone propionate spray, metered
Target Corporation

Drug Facts

Active ingredient (in each spray)

Fluticasone propionate (glucocorticoid) 50 mcg.

Purpose

Allergy symptom reliever

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

* nasal congestion ¢ runny nose ¢ sneezing ¢ itchy nose ¢ itchy, watery eyes

Warnings

Only for use in the nose. Do not spray into your eyes or mouth.

Do not use

in children under 4 years of age

to treat asthma

if you have an injury or surgery to your nose that is not fully healed

if you have ever had an allergic reaction to this product or any of the ingredients

Ask a doctor before use if you have or had glaucoma or cataracts

Ask a doctor or pharmacist before use if you are taking
e medicine for HIV infection (such as ritonavir)

¢ a steroid medicine for asthma, allergies or skin rash

e ketoconazole pills (medicine for fungal infection)

When using this product

the growth rate of some children may be slower

stinging or sneezing may occur for a few seconds right after use

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

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 into contact with someone who has, chicken pox, measles or
tuberculosis

e your symptoms do not get better within 7 days of starting use or you get new
symptoms such as severe facial pain or thick nasal discharge. You may have



something more than allergies, such as an infection.

e you get a constant whistling sound from your nose. This may be a sign of damage
inside your nose.

e you get an allergic reaction to this product. Seek medical help right away.

e you get new changes to your vision that develop after starting this product

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

e read the Quick Start Guide for how to:
o prime the bottle
o use the spray
o clean the spray nozzle

e shake gently before each use

e use this product only once a day

e do not use more than directed
ADULTS AND CHILDREN 12 YEARS OF AGE AND OLDER

e Week 1 - use 2 sprays in each nostril once daily

e Week 2 through 6 months - use 1 or 2 sprays in each nostril once daily, as needed to
treat your symptoms

e After 6 months of daily use - ask your doctor if you can keep using
CHILDREN 4 TO 11 YEARS OF AGE

e the growth rate of some children may be slower while using this product. Children
should use for the shortest amount of time necessary to achieve
symptom relief. Talk to your child's doctor if your child needs to use the
spray for longer than two months a year.

e an adult should supervise use

e use 1 spray in each nostril once daily
CHILDREN UNDER 4 YEARS OF AGE

e do not use

Other information
e you may start to feel relief the first day and full effect after several days of
regular, once-a-day use
e storeat4° to 30°C (39° to 86°F)
e keep this label and enclosed materials. They contain important additional information.

Inactive ingredients

0.02% w/w benzalkonium chloride, dextrose, microcrystalline cellulose and
carboxymethyicellulose sodium, 0.25% w/w phenylethyl alcohol, polysorbate 80, purified
water



Questions or comments?
call toll free 1-800-706-5575, weekdays, 8:30am - 5:00pm Eastern Standard Time
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Allergy Relief Nasal Spray

Fluticasone Propionate Nasal Spray, USP
50 mcg per spray

72 sprays

Allergy Symptom Reliever Nasal Spray
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Allergy Relief Nasal Spray

Fluticasone Propionate Nasal Spray, USP

72 metered sprays

50 mcg per spray

Allergy Symptom Reliever Nasal Spray

24 Hour Relief of:
ltchy, Watery Eyes
Nasal Congestion
Runny Nose

ltchy Nose



o Sneézing

APO7TE29_1

RS

Drug Facts (continued) Drug Facts (continued) Compare to active

Stup use and ask a doctor if m': dotr L yeur n@‘;mu ingredient In Flonase™*
i eontact with longer than tae s
'mfm :hnldm pox, measles :;t:m Full Prescription Strength
of barzulsia o an sdilt should supaniss use ND Druws
W your symptoms do rot get battar within Wusza 1 sprary in esch nostrl onca daly rF
T cays of tarting uee of you get new CHILDREN UNDER 4 YEARS OF ARE Y

%@%ﬁ% Siomtuee Allergy Relief
g [l Nasal Spray

an infection.
Wyou geta constent whisting sound from

your noes, This may be & sign of damage ::EI ﬁmﬁmlm# Fluticasone Propionate “:f"mrfmw
i e el B s batwnen 4°Cand 30° (9°F e (Glucocorticoid)**, oty ahare:

USP 50 mcg per Spray W nz=al congestion W nunny noes
Allergy Symptom Reliever Wensaring W itchy noss

prochuct. Sak madical halp right away. B8
Mo ety e 1 ke this el and enchosed materiaks,

Thery contain important sdditional Wikchy, watsry ayss
tkrdapaﬁarm'ﬂngﬁapmm:i 3 iformetion. MNasal Spray .
R 24-Hour relief of tchy watery Wamings
f pregnant or breast-feeding, sk a Inactive ingredienis ~Hourralief of Rety wat Onky or uas in the nosa. Do not spray into
eyes, nasal congestion, runmny :
health bfore uza, 0.02% wife barzalkonium chlorids, nose, Itchy nose and sneezing your ayas or mauth,

Keap out of reach of children. In cass of dexirees, misrocrystaling cllubes and
meendoss, gat medicl balp or contact 8 carbeymethykaluloss sodium, 026%

Paison Contral Centar right sway. :ukm aleohol, polgorbats B0,
Lhirec
o] the Quick Stert Guids for howt Questions or comments?

W prime tha ot z=ll el fras 1-800-TO6-5575,
W uzs the apray waakdays, &:30am — 5:00pm Eastam

B dsanthe sray mzds Standard Tima 72
m shaka gantly exch e
W uzs this product only onca a day

Lo not use

W inchilden under 4 years of age

Wtoir=at asthma

Wifyou kawa an injury or sumery o your
e that s nat fully heeled

mifyou hawe ever bad an dlsmgic reaction to
‘this product or any of the ingrediants

sk a doctor before usa if you hawe or

had glaukoma or csiErEcts

sk a doctor or pharmacist bafore use if

o s e TAMPER, EVIDENT: DO NOT USE IF CARTON Sprays el
ADULTS AND CHILDREN 12 VEARS OF IE NPEEE, TORN N NRAXEN D8 FF TR mmedcine for HY infiction fsuch as
e b SEAL AROUND THE PRODUCT LABELED i
- SSEALED) FOR YOUR PROTECTION? 15 Bt SR
WWeak 1 — s 2 aprays In each sl S RO A RS feri i

onia daly
WWeak 2 through B monthe —use 1or
2 aprays in each nosril onca daily, as
reeded b traat your sympiire r When using this preshuct
W Aftar & monthe of daily uss —ssk your : o the growth rate of some childran may be

B ketocommis pills (madicine for furgal
nfaction)

oo iy zan kesp using slowar
CHILDREN 4 T0 11 YEARS OF AGE “This productis ot manukciured or o W stirging o sneazing may cezur for a )
8 the growth rate of soms chidran mey b distributad by e SmithKine Corsumer saconds rght after L=a
= ) oF Flomaa®
skower whil Ling tis product Children Healthears, LP, distributer of Flonass®, : : . 8 do not share this bottks wit anyone ke,
**Futicasonsa propiona® isa staroid L \ » a5 this may spraad game

medicing known a2 & glicocorticoid, f =y W remamber i el your docter sboutl] the

medcinas you ke, incdng thizeone e

NDC 11673-26204
094 04 7796 ROO C-001472-01-108

31673526204 7

Principal Display Panel - Bottle 144md

Target Corporation



NDC 11673-262-02

Allergy Relief Nasal Spray

Fluticasone Propionate Nasal Spray, USP
50 mcg per spray

72 sprays

Allergy Symptom Reliever Nasal Spray
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Children 4-11: 1 spray per nostril per day.
allergy relief nasal spray [s-biueid bk
Keep out of reach of children.

— Onby for use in the nose, do not spray into eyes.

Store between 4°C and 30°C (30°F and 86°F)
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Allergy Relief Nasal Spray

Fluticasone Propionate Nasal Spray, USP
144 metered sprays

50 mcg per spray

Allergy Symptom Reliever Nasal Spray

24 Hour Relief of:
ltchy, Watery Eyes
Nasal Congestion
Runny Nose

ltchy Nose
Sneezing
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Allergy Relief Nasal Spray



Fluticasone Propionate Nasal Spray, USP
2 X 144 metered sprays

50 mcg per spray

Allergy Symptom Reliever Nasal Spray

24 Hour Relief of:
ltchy, Watery Eyes
Nasal Congestion
Runny Nose

ltchy Nose
Sneezing

2

What problems can
m mamibar i iy doone | ADULTEAND CHILDREM 12 YEAR OF Allergy Relief Masal Spray
ahax all e radl o you ABEAMD OLDE halp with?

XXX
B

‘v ndirg his o WWask 1- 154  sprysin sachnasidl
e ard sk oslor 1 Allergy Relief Nasal Spray

-ﬂ'ﬂr@smm asal or
H ’hmmm?m‘ helps relieve a broad rangs

TR YO ST RN of uncomfortable
wkizr & i ofdally oo symptoms Bke congastion
and itchy eyes.

i v ad e R » Nasal symptoms
b 2Fiver il nzng s prad s « Eye symptoms

Chlaren olowkd wse ko [he sharisl
anoail of iy L]

920202050
QR
e%e%% %

A

S0
505

Thase symptoms can

b triggened by allérgens
like pollen, mold, dust or
et dander.

s I sah reard onga dal = Dutdoor allergens
CHLOREW UWDER 4 YEAFS OFA BE » Indoor allergens

= Animal alergens

o

M fan
= I Tt
| mowthals ay
Ty, | il o e
[Ty this and I'I'

Weap oal of rewch of shikdren. In
ral

Satisfaction guaranteed —

e o sasbidly gt eyt
ﬁmﬁp Bra i

cal vl s 1-BO0-T06- BETE Lo [t or your maoney back.

"EMTHN HOH MOH A%
«HO EF 106 JN0k B0 0 3WE. 313V On0odd
FHLOANDHWTET 3HL 4 HOH H0H BHD NaOL
'[EHE 40 EIHD B VI I LOH D010 1 1 S

BRI

o
00000700000 0 %0 %0 %% % %%
LRXRRXLRHLRLRLRL

Compare to sctive ingrediant in Flonase™
Full Prescription Strength

Non-Drowsy
Allergy Relief
Nasal S{pray :

Fluticasonsa Pr
2]

MO TLE Pk
(24 04 2272 A2D
C-001472-01-108

W

Drug Facts

Active Ingredient
pee e

gag
b e

iy ey

Cal h I.Ehﬁ D Ino
ylirrq:l«n'm.nr!ﬂ' e

e
L Lull] L4 Ty
s

nx
e ver N d Wk resakon

V3K prodT rary oi1ha g

ok i sl bl e e 1Ty s o hd
QLD BTU O GO

ok i ol ol kel bl 1w v 11
e

Erﬂ‘lﬂ'l HN I mkn

[5mahiae rherawin)

i mnidnedoe i s, degie
orskinrsh

w ook plls

madicing hr Inigain|

TR ol 5arus chikdren may be

siowar
W 5iNging of Seaing may oo b e
Iﬂ\:ll.l‘?"t'ﬂ'lﬂrq !
[l ]

FLUTICASONE PROPIONATE

fluticasone propionate spray, metered

Product Information
Product Type HUMAN OTC DRUG

Item Code (Source)

NDC:11673-262




Route of Administration NASAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
FLUTICASONE PROPIONATE (UNIl: 02GMZOLF5W) (Fluticasone - FLUTICASONE 50 U
UNI:CUT2W21N7U) PROPIONATE 9

Inactive Ingredients
Ingredient Name Strength
BENZALKONIUM CHLORIDE (UNII: FSUM2KM3W?7)
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED (UNII: K6790BS311)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
DEXTROSE, UNSPECIFIED FORM (UNII: IYOXDZ 35W2)
PHENYLETHYL ALCOHOL (UNII: MLOLGA7468)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
WATER (UNIl: 059QF0KOOR)

Packaging
Item Am(if Marketing Marketing
# Package Description
Code 9 P Start Date End Date
1 NDC:11673- 4 i 9 cARTON 03/11/2021 08/31/2026
262-01
1 NDC:11673- 144 in 1 BOTTLE, SPRAY; Type 2: Prefilled Drug Delivery
262-02 Device/System (syringe, patch, etc.)
2 NDC:11673- 5 iy cARTON 03/11/2021 08/31/2026
262-03
2 NDC:11673- 144 in 1 BOTTLE, SPRAY; Type 2: Prefilled Drug Delivery
262-02 Device/System (syringe, patch, etc.)
NDC:11673- :
3 262-04 1in 1 CARTON 03/11/2021 08/31/2026
3 NDC:11673- 72 in 1 BOTTLE, SPRAY; Type 2: Prefilled Drug Delivery
262-05 Device/System (syringe, patch, etc.)
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA208150 03/11/2021 08/31/2026

Labeler - Target Corporation (006961700)
Registrant - apotexinc. (209429182)

Revised: 2/2025 Target Corporation
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