Redacted b(4)-Trade Dress

Budesonide (glucocorticoid)

Nasal spray, 32 mcg per spray
Nasal Allergy Symptom Reliever

1. IMPORTANT INFORMATION

1. Read entire insert before using
RHINOCORTe Allergy Spray for
complete instructions on how to
get a bottle ready for use (primed),
how to use the spray bottle, and
how to clean the spray nozzle.

2. Keep this insert as it contains
important information.
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2. STEPS TO GET A BOTTLE
READY FOR USE (PRIMED)
RHINOCORT®
ALLERGY
SPRAY {y 1. Shake bottle gently.

2. Remove protective cap as shown in
Figure A.

3. Hold bottle firmly, as shown in
Figure B.

Figure B

4. Prime the pump by quickly and
firmly pressing down on the white
collar while holding the base of the
bottle with your thumb for 8 sprays.
The pump is now ready to use.

5. a. If not used for two consecutive
days, reprime the pump until a
fine mist appears.

b. If not used for more than 14 days,
rinse the spray tip of the pump
using the cleaning steps listed in
Section 4. After cleaning, reprime
until a fine spray appears.
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3. INSTRUCTIONS
FOR USE

Before first use, a new bottle must be primed. Follow these instructions for daily use of
To prime RHINOCORTe Allergy Spray: RHINOCORTe Allergy Spray:
1. Gently blow nose to clear nostrils.

2. Shake bottle gently and remove cap.
3. Hold bottle firmly. (See Figure B)

Insert spray tip into nostril
(tip should not reach far into nose).

Close other nostril with a finger and
lean head slightly forward so the spray
will aim toward the back of nose.

(See Figure C)

DO NOT spray towards nasal septum
(wall between two nostrils).
(See Figure D)

Figure C Correct Position

Figure D Wrong Position

)

)
)
/

Do NOT
spray towards nasal septum
(wall between two nostrils)
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For each spray, press down quickly

and firmly on white collar while
holding the base of the bottle with your
thumb. Breathe gently inward.

. After spraying into your nostril,

lean your head slightly backward for
a few seconds.

. If a second spray is needed in the

same nostril, repeat steps 3 through 5.

For complete dosing instructions
see Table 1 “Directions for Use”.

. Repeat steps 3 through 6, for the

other nostril.

. Avoid blowing your nose for

15 MINUTES after using RHINOCORTe
Allergy Spray.

. Wipe spray tip with a clean tissue

(See Figure ), and replace outer cap.
Store the bottle in an upright position.

Figure E

TABLE 1:
DIRECTIONS FOR USE

- Before first use, you must get a new bottle
ready (primed). See Section 2.

- If bottle is not used for two consecutive days,
reprime the pump until a fine spray appears.

- If bottle is not used for more than two
weeks, rinse the spray tip of the pump
using the cleaning steps listed in Section 4.
After cleaning, reprime the pump until a fine
spray appears.

ADULTS AND CHILDREN 12 YEARS OF AGE AND OLDER

adults and wonce daily, spray 2 times into each
children 12 nostril while sniffing gently

yearsof ageand | monce your allergy symptoms improve,
older reduce to 1spray in each nostril per day

CHILDREN 6 TO UNDER 12 YEARS OF AGE

w 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 for longer than two months a year.

children 6 man adult should supervise use
tounder12 monce daily, spray 1 time into each
years of age nostril while sniffing gently

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

children under udo not use

6 years of age

Other important information for use

u do not use more than directed

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

m do not spray into eyes or mouth

uif allergy symptoms do not improve after two weeks, stop
using and talk to a doctor

u do not use for the common cold

u shake well before each use
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4. HOW TO CLEAN YOUR
RHINOCORTe ALLERGY SPRAY

Rinse cap and spray tip regularly.
To do this:

Figure G

1. Remove cap and gently
pull spray tip away from the bottle.
(See Figure G)

2. Wash only cap and spray tip in warm
water and rinse in cold tap water.
Shake to remove excess water.

3. Allow cap and spray tip to air
dry completely before reassembling
the nasal spray.

4. Press and release spray nozzle until a
fine spray is produced, taking care
not to spray in the face.

5. If the spray tip becomes blocked,
it can be cleared by repeating
steps 1 through 3. Do not unblock
the nasal applicator with a pin or
other sharp object.
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For additional information
about RHINOCORT e Allergy Spray, please call
the McNeil Consumer Care Center at
1-800-343-7805 (toll-free) or 215-273-8755 (collect)
Monday through Friday, 8am to 8pm EST.
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Drug Facts (continued) Drug Facts (continued)
If pregnant or breast-feeding, ask a health Other information
professional before use. B do not use if carton tape imprinted with “RHINOCORT"

NDC 50580-XXXXX

Drug Facts
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mportant: Read all product inforiation before using.
Keep package and insert. They contain important information.

Keep out o reach of children. is broken or missing or if unit is broken/unsealed

In case of overdose, get medical help or contacta b N
Poison Control Center right away. (1-800-222-1222) . lfefep pan:}(age and nsert. They contain important
information.

Directions W store at20°-25°C (68°-77°F)

Budesonide

Active ingredient (in each spray)

Purpose

RHINOCORT® (glucocorticoid) 32 mcg.....Nasal allergy symptom reliever

Read insert (inside package) on how to:
m get a new bottle ready (primed) before first use
W prime bottle again if not used for two days

ALLERGY
SPRAY

Inactive ingredients carboxylmethyl cellulose
sodium, dextrose anhydrous, disodium edetate,

Uses temporarily relieves these symptoms of hay
fever or other upper respiratory allergies:
mnasal congestion ~ Wrunny nose

adultsand | monce daily, spray 2 timesinto each
children 12 nostrilwhile sniffing gently
yearsofage | monce yourallergy symptomsimprove,
and older reduce to 1 sprayin each nostril per day

Questions? call1-800-343-7805 (toll free)
or 215-273-8755 (collect)

Budesonide (glucocorticoid)
Nasal spray, 32 mcg per spray

the ingredients

muse the spra hydrochloric acid (for pH adjustment), microcrystalline T |
mclean 1hepsprvay nozzle cellulose, polysorbate 80, potassium sorbate, purified mitchy nose Hsneezing
ADULTS AND CHILDREN 12 YEARS OF AGE AND OLDER haer glﬂrorllﬂgs

win children under 6 years of age
mifyou have ever had an allergic reaction to any of

Nasal Allergy Symptom Reliever

CHILDREN 6 TO UNDER 12 YEARS OF AGE Ask a doctor before use if you

wthe 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 for longer than two months a year.
children6 | man adult should supervise use
tounder12 | monce daily, spray 1timeinto each

skinrash
mhave an eye infection

RELIEF OF

mhave had recent nose ulcers or nose surgery
mhave had a nose injury that has not healed
mare using a steroid medicine for asthma, allergies or

mhave or had glaucoma or cataracts

yearsofage | nostrilwhile sniffing gently

wif allergy symptoms do notimprove,
increase to 2 sprays in each nostril per
day. Once allergy symptoms improve,
reduce to 1 spray in each nostril per day.

Nasal Congestion
Runny Nose
Itchy Nose

When using this product

hild wdonot Sneezing
fln:ie::" e RHINOCORT® ‘ spread germs
years of age ALLERGY

take, including this one

SPRAY

mdonotuse more than directed

mthe growth rate of some children may be slower

W some symptoms may get better on the first day of
treatment. It may take up to two weeks of daily use
to feel the most symptom relief.

m do not share this bottle with anyone else as this may

mremember to tell your doctor about all medicines you

Stop use and ask a doctor if

mifyouforgeta dose, do not double the next dose

m donot spray into eyes or mouth

wif allergy symptoms do notimprove after two weeks,
stop using and talk to a doctor

mdo not use for the common cold

mshake well before each use

as persistent fever

[The trade dress of this RHINOCORT package is subject
to trademark protection.
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60 SPRAYS myou have any change in vision
0.169 fl 0z (5 m) Wyou have severe or frequent nosebleeds

myou have, or come into contact with someone who
has chickenpox, measles or tuberculosis
myou have or develop symptoms of an infection such
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Drug Facts (continued) Drug Facts (continued)
If pregnant or breast-feeding, ask a health Other information
professional before use. W do not use if carton tape imprinted with “RHINOCORT”

NDC 50580-XXXXX

Drug Facts

AVddS Redacted Redacted
ADHATIV b(4)-Trade Dress b(4)-Trade Dress

mportant: Read all product inforiation before using.
Keep package and insert. They contain important information.

Keep out of reach ofchildren. is broken or missing or if unit is broken/unsealed

In case of overdose, get medical help or contacta b L
Poison Control Center right away. (1-800-222-1222) " lfefep pal:}(aqe and insert. They contain important
information.

Directions W store at 20°-25°C (68°-77°F)

Budesonide

RHINOCORT®

Active ingredient (in each spray)

Purpose

(glucocorticoid) 32 mcg.....Nasal allergy symptom reliever

Read insert (inside package) on how to:
W get a new bottle ready (primed) before first use
W prime bottle again if not used for two days

ALLERGY
SPRAY

Inactive ingredients carboxylmethyl cellulose
sodium, dextrose anhydrous, disodium edetate,

Uses temporarily relieves these symptoms of hay
fever or other upper respiratory allergies:
Wnasal congestion  Wrunny nose

adultsand | Wonce daily, spray 2 timesinto each
children 12 nostrilwhile sniffing gently
yearsofage |monce yourallergy symptomsimprove,
and older reduce to 1 sprayin each nostril per day

Questions? call1-800-343-7805 (toll free)

or 216-273-8755 collect) Budesonide (glucocorticoid)

Nasal spray, 32 mcg per spray

the ingredients

B use the spra: hydrochloric acid (for pH adjustment), microcrystalline f |
mclean 1hepsprvay nozzle cellulose, polysorbate 80, potassium sorbate, purified Witchy nose Hsneezing
ADULTS AND CHILDREN 12 YEARS OF AGE AND OLDER harer glﬂrorllﬂgs

win children under 6 years of age
wifyou have ever had an allergic reaction to any of

Nasal Allergy Symptom Reliever Aska doctor before use if you

CHILDREN 6 TO UNDER 12 YEARS OF AGE
wthe 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 for longer than two months a year.
children6 | man adult should supervise use
tounder12 | monce daily, spray 1time into each

skinrash
mhave an eye infection

RELIEF OF

Whave had recent nose ulcers or nose surgery
Whave had a nose injury that has not healed
Ware using a steroid medicine for asthma, allergies or

mhave or had glaucoma or cataracts

yearsofage | nostrilwhile sniffing gently

wif allergy symptoms do notimprove,
increase to 2 sprays in each nostril per
day. Once allergy symptoms improve,
reduce to 1 spray in each nostril per day.

Nasal Congestion When using this product

Runny Nose
Itchy Nose
Sneezing

children mdonotuse
under6
years of age

RHINOCORT® ‘
ALLERGY
SPRAY

spread germs

W do not use more than directed take, including this one

mthe growth rate of some children may be slower

W some symptoms may get better on the first day of
treatment. It may take up to two weeks of daily use
to feel the most symptom relief.

m do not share this bottle with anyone else as this may

W remember to tell your doctor about all medicines you

Stop use and ask a doctor if

mifyouforgeta dose, do not double the next dose

W donot spray into eyes or mouth

wif allergy symptoms do notimprove after two weeks,
stop using and talk to a doctor

mdo not use for the common cold

mshake well before each use

as persistent fever

[The trade dress of this RHINOCORT package is subject
to trademark protection.
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120 SPRAYS Wyou have any change in vision
0.285 fl 0z (8.43 ml) Wyou have severe or frequent nosebleeds

W you have, or come into contact with someone who
has chickenpox, measles or tuberculosis
W you have or develop symptoms of an infection such
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RHINOCORT®
ALLERGY
SPRAY

Budesonide (glucocorticoid)
Nasal spray, 32 mcg per spray
Nasal Allergy Symptom Reliever

Relief of
Nasal Congestion
Runny Nose

Itchy Nose
Sneezing

x 120 spravs

0.285 fl 0z (8.43 ml) in each bottle
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ALLERGY
SPRAY

The trade dress of this RHINOCORT package |
is subject to trademark protection.

Description: _PC Rhinocort Allergy Spray 2x120
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RHINOCORT®
ALLERGY

SPRAY

Budesonide (gtucocorticoid)
Nasal spray, 32 mcg per spray
Nasal Allergy Symptom Reliever

~Redacted b(4)-Trade Dress

Relief of
Nasal Congestion

Runny Nose
Itchy Nose

Sneezing

0.285 fl 0z (8.43 ml)
S x 120 spRAYS in each bottls

“ ‘ ‘ ‘ RHINOCORT®
ALLERGY
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COMPOSITE VIEW - FOR REFERENCE ONLY

O§ g NDC 50880-KEX-XX. PEEL BACK TAB AT ARROW TO OPEN }
Ocgg fve ingredient i Purpose
85 E k| Budesonide i}
05'5 E ALLERGY (glucocorticoid) 32meg... Nasal allergy symptom reliever
w3 5§ |sPRAY Uses temporarily relieves these symptoms of hay fever
aae or other upper respiratory allergies:

gE mnasal congestion mrunny nose Wsneezing witchy nose

Nasal spray, 52 megp sray

Vasal Alleéy Sympion Rellever | Warmings

Donotuse min children under 6 years of age mifyou

have ever had an allergic reaction to any of the
0.169fl0z | ingredients Askadoctor before use if you whave had

60 sprars  (5ml) recentnose ulcers or nose surgery mhave had anose

Bt
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COMPOSITE OUTSIDE VIEW AFTER ASSEMBLY

CREWOCORTT T T T T 7
N ALLERGY |
| SPRAY | _
Budesonide (guoscortoni)
Redacted b(4)-Trade Dress
N | Tasl s, g perspray Disete by Mol Consume ealtiare |
Yasal Allery Symptom Rliver Division of MCNEILZPC, Ine.
| Fort Washington, PA 10034 USA |
N | o0t OUCNEILFPC,INC.2015 00000000 |
| 60semss Gl Active Ingredent Made nNetherlands |
|
N 'e 73-8758 (collect)
_ 3 s 5 |G S0BRTRTY 7Z ____________ 7
| children under § years of age | ‘wdonotuse | ‘g g PEEL BACK TAB AT ARROW 10 0:;::59 »
|mdo not use more than directed mif you forget a dose, do not double the next dose mdonot | g g8 Budesonide |
|spray intoeyes or mouth miflleroy symptoms donofimprove after two weeks Stopusing | g ,E‘:E!' ALLERGY
Jandtalktoa doctor_mdo not use for the common cold wshake well before each use H gg 5 [spRAY llsulempovavilyre!ieveslhesesymplomsofhayfevevi
[Other nformat if uniti Kage andinsert. They | SE or other upper respi
!contain important information, Wstore at 20-25°C (68"-77°F) : S| vaselpray S mogperspray m;‘ ;;’"99“‘“" runnynose Bsneezing "‘C“V"m:
ive ingredie Ilul dium, dextrose anhydrous, disodium edetate, Nasal Allergy Symptom Reliever .
|hydrochloric acid {for pH adjustment), microcrystalline celulose, potassium | - E:v’é“el\:‘esv!ha.d";ﬁ!\‘ﬂz’reg,\‘cuy"ed:crt?uv:(aur::\t:??h:"vm‘ |
|3“"’§'Fv";”"“”"l";;‘;g" S | 0169110z | ingediens Aska docto before use fyou Whave had |
(Questions? call1- 800 343 7805 {tollree) or26-273 05 oallect) ___ _ _ __ _ J 60 spmars__(Gm) | recentnoseulsersornose surgery_mhave hagda nose s
injary that s natealed Ware using a steraid edicine for asthma, alergies or Skinrash Whave an eye! "ADULTS AND CHILDREN 12 YEARS OF AGE AND OLDER
linfecton whave orad g cataracts " ot i wonce al, pray2tmes o ezchnostiwhle s genty |
I may getbetter on the first e tmaytaleupm | | wonce your reduceto T spray |
s my sresdgrms mremenbetotalyour oo boutl meicnes youtat,ncudngthisane | L perdey |
It if myouhave, or hickenpor, — CHILDREN 670 UNDER |?Vﬂ!$ OFAGE _ _ |
|measles o tuberculosis myou have or infecti istent fover wyou | |"r Talkto yourchild’s doctor fyour |
have any chang invision myou h frequentnosebleeds If pregnantor| feeding, ask Onger year
ional before use. Keep ildren. In case of overdose, get medi | Vehi !
|contacta Poison Control Center right away. (1-800-222-1222) | | wonce dally spray |
lirections Read insert (inside package) il fir 10
e et ati v s nesi ey acinno o | | | |
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COMPOSITE VIEW - FOR REFERENCE ONLY

O§ g NDC 50880-XXX-XX. PEEL BACK TAB AT ARROW TO OPEN p
O gg fve ingredient i Purpose
85 E k| Budesonide )
S 4 £ [auerer (gucocartcoid) 2meg..Nasalalery symptomrelser
w g 5§ |sPRAY Uses temporarily relieves these symptoms of hay fever
aae or other upper respiratory allergies:

& mnasal congestion Mrunny nose Wsneezing mitchy nose

Nasal spray, 52 megp sray

Vasal Alleéy Sympion Rellever | Warmings

Donotuse min children under 6 years of age mifyou

have ever had an allergic reaction to any of the
0.285fl0z | inoredients Aska doctor before use if you mhave had

100 spaavs (843 ml) | recentnose ulcers or nose surgery mhave had anose

[t
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COMPOSITE OUTSIDE VIEW AFTER ASSEMBLY

Nasal sray, 32 mog per spray
Yasal Alndy Sympiom Reliever | Warnings .
Donotuse win children under 6 years nfa?e wifyou |

CREWNOCORTT T T T T T a
N ALLERGY |
SPRAY |
| s s | Redacted b(4)-Trade Dress
N | Yasalspay, 52 msgpoe pray Dsteutdy: e Consner Heltare |
Tasal Allrdy Symptom Reliver Division of MGNEIL-PPC, Inc.
| Fort Washington, PA 10034 USA |
AN | 026510 (OMeNEIL-PPC, INC.2015 00000000 |
| 120 spaavs (843 .,,SZ Active Ingredient Made n Netherlands |
|
N b 73-8758 (oollect) _ s
_——— - = s |0 SOBR0 AT 7Z ____________ 7
| childrenunderbyearsofage | mdonotuse | 53 PEEL BACK TAB AT ARROW T0 0:;::59 »
|wdo notuse more than directed wif you forgeta dose, do not double the next dose mdonot | g ES Budesonide |
|spray intoeyes or mouth wif lleroy symptoms donofimprove after two weeks Stopusing | g ,E‘:E!' ALLERGY
Jandtalktoa doctor_mdo not use for the common cold wshake well before each use H gg £ [spraY lls!slempovavilyre!ieveslhesesymplomso{hayfeveyi
\Otherir i if uniti kageandinsert. They S orother upper resp
!contain importantinformation. m store at 20°-25°C (68°77°F) | S E mnasal congestion Wrunny nose Wsneezing mitchynose|

dextrose anhydrous, disodium edetate, |

|hydrochloric acid (for pH adjustment), microcrystalline cellulose, polysorbate 80, potassium |

= have ever had an allergic reaction to any of the
|sorbate,purified water. | E 0.285l0z | ingredients Aska doctor before use if you mhave had |
(Questions? call1-800-343 1805 ol free| r 52188085 collect) 4 120 spamss_(843m) | rcentnoseuloers ornosesurgry Bhayehaga nose s
iy that s natiealed Ware using a steraid medicine for asthma, alergies or Skinrash Whave an eye! "ADULTS AND CHILDREN 12 YEARS OF AGE AND OLDER
lnfection mhave orad cataracts " i ‘wonce daily,spray 2times nto each nostril while smiffing gently |
I y getbetter on the first ent.ltmay takeupto | | monceyour i reduceto i i
! y use to feel the most re yone el | L perday o |
Hiis ey pread erms mremermertotllour dostor aboutalmedicnes ou - LRGN 570 DN T VERTS OF G i
if myou have, or hickenpox, o - -
measlesor tuberculosis myou have or infecti istentfever myou | I Telktoyourhids ductorifyour
have any change nvision @you h frequent nosebleeds If pregnant or| feeding, aska, il 1A
fonal before use. Keep ildren. In case of overdose, get medi | Vehi !
|contacta Poison Control Center right away. (1-800-222-1222) | | wonce dally spray |
|Directions Read insert inside package) y (prit irst | | to |
s mpringbotegaini notsed ortwo oy muse ey nclentheprrnoze, | | | v
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