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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets (Bottle Label)
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MODIFIED FORMAT
TYPE SIZES:

TITLE: 8 pt Helvetica Neue 77 Bold Cond Oblique

HEADINGS: 7 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

LEADING: 6.0 pt

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond

HEAVY LINES: 1.0 pt

HAIRLINES: 0.5 pt
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets
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Treats Frequent Heartburn!
Occurring 2 or More Days a Week

Omeprazole

tlelayed release tablets 20 my

®

Coated with
Wildberry Mint
Flavor

acid reducer

SWALLOW - DO NOT CHEW

14 TABLETS

One 14-day course of treatment
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4
N |
/

A
\J

Tips for Managing Heartburn

m Do not lie flat or bend over after eating

m Do not wear tight-fitting clothing around the stomach
m Do not eat before bedtime

m Raise the head of your bed

m Avoid heartburn-causing foods such as rich, spicy, fatty or fried foods,
chocolate, caffeine, alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m if overweight, lose weight  m Quit smoking
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MODIFIED FORMAT

TYPE SIZES:

LEADING: 6.5 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 8 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 7 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 7 pt Helvetica Neue 57 Cond

HEADINGS: 7 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

BULLETS: 5 pt Square with 2 M'S
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets
Il 1 1
4 Tips for Managing Heartbum N
m Do not lie flat or bend over after eating m Avoid heartbum-causing foods such as rich, spicy, fatty or fried foods,
m Do not wear tight-fitting clothing around the stomach chocolate, caffeine, alcohol and certain fruits and vegetables
m Do not eat before bedtime lExtsloMyandavddbiumeds
m Raise the head of your bed m If overweight, lose weight  m Quit smoking
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Omeprazole Delayed

Release

Safety Feature - Donot
use if printed tablet
biister unit is open or forn.

Tablets 20mg

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole Dela yed

Acid Reducer

SWALLOW -
Coated with
Wildberry Mint Flavor

DO NOT CHEW

14 Tablets
One 14-day course of treatment
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TITLE: 8 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 7 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 7 pt Helvetica Neue 57 Cond
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets
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Tips for Managing Heartbum
m Do not lie flat or bend over after eating

m Avoid heartbum-causing foods such as rich, spicy, fatty or fried foods,

m Do not wear tight-fitting clothing around the stomach chocolate, caffeine, alcohol and certain fruits and vegetables

m Do not eat before bedtime
m Raise the head of your bed

m Eat slowly and avoid big meals
m If overweight, lose weight

m Quit smoking
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Omeprazole Delayed
Release Tablets 20my

FDA Approved o5 00 000
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Safety Feature - Donot
printed tablet
blister unit is open or forn.

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole Dela yed

Acid Reducer

SWALLOW - DO NOT CHEW

)

Coated with

Wildberry Mint Flavor

14 Tablets
One 14-day course of treatment
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets Peel 0ff Coupon

FRONT PANEL
.

Instant Redeemable Coupon - Expires XX-XX-XX NDC 00000-000-00

SAVE SX NOW! | - v v
Occurring 2 Or More Days a Week

On This Purchase

Omeprazole Delayed
Release Tabletsy20mg,

Acid Reducer
. Tr@.t«%y
Q SWALLOW - DO NOT CHEW

Coated with 14 Tablets
Wildberry Mint Flavor
0374 FA CPa One 14-day course of treatment
A /r
BACK PANEL

7}?

=

SAVE sX NOW!

MANUFACTURER'S COUPON EXPIRATION DATE XX/XX/XXXX
el
SAVE xxx 14 COUNT SIZE |
I “Store Brand” Omeprazole 1
| it Delgyed Release
! CONSUMER: Only one ooupon & redecmable COUPON NOT SUBJECT '

%mw wwﬂf’ Tablets 20 mg
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[

NDA 22-032
Omeprazole Delayed Release Tahlets, 20 mg (Wildberry Mint)
14 Tablets (Bottle Carton)

- L |

Safety Feature - Do not use if printed
seal under cap is broken or missing.

Drug Facts (continued)

m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine) m digoxin (heart medicine)
[ ] system

m prescription icines for HIV infecti

Stop use and ask a doctor if

m your heartbum continues or worsens

m you need to take this product for more than 14 days

m you need to take more than 1 course of treatment every 4 months
m you get diarrhea

Drug Facts (continued)

m children under 18 years of age: ask a doctor.
Heartburn in children may sometimes be
caused by a serious condition.

S Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Other information
mread the directions and wamings before use
mkeep the carton. It contains important

information.
m store at 20-25°C (68-77°F) and protect
from moisture

DIE CUT
WINDOW

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. (1-800-222-1222)

.||

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours),
every day for 14 days
m it may take 1 to 4 days for full effect; some people get
complete relief of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in
the moming
mtake every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by
your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
myou may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often
than every 4 months unless directed by a doctor | 3

Inactive Ingredients
benzyl alcohol, carmine, camauba wax,
FD&C blue #2/indigo carmine aluminum lake,
flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
starch, monoethanolamine,

polyethylene glycol 3350, sodium lauryl

te, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
tale, titanium dioxide, triacetin, triethyl citrate

000000000 |

Questions or comments?
1-800-719-9260

Tips for Managing Heartbum

m Do not lie flat or bend over after eating

m Do not wear tight-fitting clothing around
the stomach

m Do not eat before bedtime

m Raise the head of your bed

m Avoid heartbum-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight  m Quit smoking

Delayed
Releasellablets;

SWALLOW -DO NOT CHEW

e 14 Tablets
Wildberry Mint One 14-day course of freatment
Flavor 1 BOTTLE INSIDE

& |

Drug Facts
Active Ingredient (In each tablet) Purpose
Omeprazole 20 mg.................Acid reducer

Use

m treats frequent heartbum (occurs 2or more
days a week)

m notintended forimmediate relief of heartbum;
thisdrug may take 1 to 4 days for full effect

Warnings
Allergy alert: Do not use if you are allergic
to omeprazole

Do not use if you have trouble or pain
swallowing food, vomiting with blood, or
bloody or black stools. These may be signs
of a serious condition. See your doctor.
Ask a doctor before use if you have
m had heartbum over 3 months. This may
be asign of a more serious condition.
with light
sweating or dizziness
m chest pain or shoulder pain with shortness
of breath; sweating; pain spreading toarms,
neck or shoulders; or lightheadedness
m frequent chest pain
m frequent wheezing, particularly with heartbum
m unexplained weight loss
mnauseaor vomiting - m stomach pain
Ask a doctor or pharmacist before use if
you are taking  m warfarin, clopidogrel or
cilostazol (blood-thinning medicines)  p»
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MODIFIED FORMAT

TYPE SIZES:

LEADING: 6.0/6.5 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 8 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 7 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 7 pt Helvetica Neue 57 Cond

HEADINGS: 7 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond

12-9-14




[

This label may not be the latest approved by FDA.

For current labeling information, please visit https://www.fda.gov/drugsatfda
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NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

Drug Facts (continued)

m prescription antifungal or anti-yeast medicines

14 Tablets (Bottle Carton)
1

- L |

Safety Feature - Do not use if printed
seal under cap is broken or missing.

Drug Facts (continued) FDA Appr oved

m children under 18 years of age: ask a doctor.

i

m diazepam (anxiety medicine)  m digoxin (heart in children may sometimes be

[ ] system caused by a serious condition.

T T e e wanbge
op use an a mread the wiamings before use

m your heartbum continues or worsens m keep the carton. It contains important D’E CUT

m you need to take this product for more than 14 days information.

myou need to take more than 1 course of treatment every 4 months m store at 20-25°C (68-77°F) and protect W’NDOW

m you get diarhea from moisture

If pregnant or breast-feediing, ask a health professional before use. Inactive Ingredients

Keep out of reach of children. In case of overdose, get medical help memwmimm

oof,con;ct a Poison Control Center right away. (1-800-222-1222) m"“’{ng{p%‘e"m "Wh‘y’d“':t':se ”gge s :
rections succinate, lactose monohydrate, menthol,

m for adults 18 years of age and old modified starch, monogthanolamine, Treats Frequent Heartburn!

m this product is to be used once a day (every 24 hours), polyethylene glycol 3350, sodium lauryl Occurring 2 Or More Days a Week

every day for 14 days
m it may take 1 to 4 days for full effect; some people get

complete relief of symptoms within 24 hours

14-Day Course of Treatment

mswallow 1 tablet with a glass of water before eating in
the moming

mtake every day for 14 days

mdo not take more than 1 tablet a day

m do not use for more than 14 days unless directed by
your doctor

m swallow whole. Do not chew, crush, or suck tablets.

Repeated 14-Day Courses (if needed)

myou may repeat a 14-day course every 4 months

m do not take for more than 14 days or more often
than every 4 months unless directed by a doctor | 3

sulfate, sodium starch glycolate, sodium
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Tips for Managing Heartbum

B
| |

tosomach Acid Reducer
= Raloe the head ofyour bed SWALLOW - DO NOT CHEW
mAvoid heartbum-causing foods such as rich,

BEceiamE | o 14 Tkt
' Eat slowly and avoid big meals Wildberry Mint One 14-day course of treatment
mif overwelght loseeight mQuitsmoking | Flavor 1 BOTTLE INSIDE

\ f
“"“ CODE AREA
EXP.
: 401IDS FA C(BPL-F

r -

& |

Drug Facts

Active Ingredient (In each tablet) Purpose

Omeprazole 20 mg.................Acid reducer

Use

m treats frequent heartbum (occurs 2or more
days a week)

m notintended forimmediate relief of heartbum;
thisdrug may take 1 to 4 days for full effect

Warnings
Allergy alert: Do not use if you are allergic
to omeprazole

Do not use if you have trouble or pain
swallowing food, vomiting with blood, or
bloody or black stools. These may be signs
of a serious condition. See your doctor. -
Ask a doctor before use if you have
m had heartbum over 3 months. This may
be asign of a more serious condition.

with light
sweating or dizziness
m chest pain or shoulder pain with shortness
of breath; sweating; pain spreading toarms,
neck or shoulders; or lightheadedness
mfrequent chest pain
m frequent wheezing, particularly with heartbum
m unexplained weight loss
mnauseaor vomiting - m stomach pain
Ask a doctor or pharmacist before use if
you are taking  m warfarin, clopidogrel or
cilostazol (blood-thinning medicines)  p»

MODIFIED FORMAT

TYPE SIZES:

TITLE: 8 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 7 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 7 pt Helvetica Neue 57 Cond

HEADINGS: 7 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

LEADING: 6.0 and 6.5 pt

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt
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This label may not be the latest approved by FDA.
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
Proposed Draft Labeling
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Omeprazole Delayed
Release Tablets 20mg

Tips for Managing Heartburn

m Do not lie flat or bend over

after eating

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Acid Reducer

m Avoid heartbum-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

SWALLOW - DO NOT CHEW
. 28 Tablets
Coated with
Wildberry Mint Flavor Two 14-day courses of treatment

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
28 Tablets
— 1 I
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STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 7.0 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

BULLETS: 5 pt Square with 2 M'S sp

TELEPHONE #:6 pt Helvetica Neue 77 Bold Cond

1
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Omeprazole Delayed
Release Tablets 20mg

Tips for Managing Heartburn

m Do not lie flat or bend over

after eating

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

m Avoid heartbum-causing foods such as rich,

spicy, fatty or fried foods, chocolate, caffeine,

alcohol and certain fruits and vegetables
m Eat slowly and avoid big meals
m If overweight, lose weight
m Quit smoking

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Z@

Acid Reducer

SWALLOW - DO NOT CHEW
. 28 Tablets
Coated with
Wildberry Mint Flavor Two 14-day courses of treatment

FDA Approved .

|
|

M |

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 7.0 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #:6 pt Helvetica Neue 77 Bold Cond
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NDA 22-032
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Omeprazole Delayed
Release Tablets 20mg

Tips for Managing Heartburn

m Do not lie flat or bend over

after eating

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Bonus Pack! 14 Free NOC 000000000

ol

Release

m Avoid heartbum-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

TabletsR20my;

SWALLOW - DO NOT CHEW

)

Coated with

Wildberry Mint Flavor

28 14 Tablets

Two On€ 14-day courses of treatment

i

N

=)

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 7.0 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #:6 pt Helvetica Neue 77 Bold Cond

-

A

12-9-14



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed Draft Labeling

i

Omeprazole Delayed
Release Tablets 20mg

Tips for Managing Heartburn

m Do not lie flat or bend over

after eating

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Bonus! 14 Free NOC 00000040

Release

lablets

m Avoid heartbum-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

20/m0)

Acid Reducer

SWALLOW - DO NOT CHEW

)

Coated with

Wildberry Mint Flavor

28 14 Tablets

Two On€ 14-day courses of treatment
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m Do not lie flat or bend over
after eating
0 0 ' Do not wear tight-fitting clothing
around the stomach
m Do not eat before bedtime
m Raise the head of your bed

m Avoid heartbum-causing foods such as rich,
aleohol and certain fruits and vegetables
m Eat slowly and avoid big meals

m If overweight, lose weight
m Quit smoking
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Treats Frequent Heartburn!
Occurring 2 Or More Days a Week
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Acid Reducer

SWALLOW - DO NOT CHEW
. 28 Tablets
Coated with
Wildberry Mint Flavor Two 14-day courses of treatment

spicy, fatty or fried foods, chocolate, caffeine,
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28 Tablets (Bottle Carton)
1

L
|
Tips for Managing Heartbum
m Do not lie flat or bend over m Avoid heartburn-causing foods such as rich,
after eating spicy, fatty or fried foods, chocolate, caffeine,
( ) m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking
Drug Facts (continued) Drug Facts (continued) Treats Frequent Heartbum!
Ask a doctor or pharmacist before use if you are taking Other informati Occurring 2 Or More Days a Week
m warfarin, clopidogrel o cilostazol (blood-thinning medicines) I information
m prescription antifungal or anti-yeast medicines L L‘:ﬁgﬁs‘:"’cﬂms and warnings
oy ot g mkeep the carton. It contains important
m tacrolimus (immune system medicine) information.
m prescription antiretrovirals (medicines for HIV infection) - gg: :gglfgc (68-77°F) and protect
Stop use and ask a doctor if  m your heartbum continues or worsens — -
m you need to take this product for more than 14 days Inactive ingredients
m you need to take more than 1 course of treatment every 4 months benzyl alcohol, carmine, camauba wax,
m you get diarrhea FD&C blue #2/indigo carmine aluminum lake,
If pregnant or breast-feeding, ask a health professional before use. flavor, hypromellose, hypromellose acetate
Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control Center succinate, lactose monohydrate, menthol,
right away. (1-800-222-1222) modified starch, monoethanolamine,
— p glycol 3350, sodium lauryl Lom
Directions sulfate, sodium starch glycolate, sodium
m for adults 18 years of age and older stearate, sodium stearyl fumarate, sucralose,
m this product is to be used once a day (every 24 hours), every day for 14 days talc, titanium dioxide, triacetin, triethyl citrate @ { o I | m I o d
m it may take 1 to 4 days for full effect; some people get complete relief of symptoms within 24 hours - mepraZ‘@ e e aye
14-Day Course of Treatment Questions or comments?
m swallow 1 tablet with a glass of water before eating in the morning 1-800-719-9260 R4el e a Se 7‘3 b I ets g@
m do not use for more than 14 days unless directed by your doctor seal under cap is broken or missing. Acid Red.
m swallow whole. Do not chew, crush, or suck tablets. Made in lsrael cl edaucer
o o o & 4 g e Ovey 4 monits Manufactured by: _ SWALLOW - DO NOT CHEW
m do not take for more than 14 days or more often than every 4 months unless directed by Dexcel PharmaTechnologies Lid, ) 28 Tablets
a doctor 10 Hakidma Street, Yokneam, 20692, lsrael aple
m children under 18 years of age: ask a doctor. Heartbum in children may sometimes be caused Coated with Two 14-day courses of treatment
by a serious condition. Wildberry Mint Flavor 2 BOTTLES INSIDE
0 ‘ljll“ 0
> CODE AREA
EXP.
1 401Dk FA CL
r 1T

Drug Facts

Active ingredient  Purpose
(in each tablet)

Omeprazole 20 Mg..........cuu.. Acid reducer
Use

m treats frequent heartbum (occurs 2 or

more days a week)

m not intended for immediate relief of
heartburn; this drug may take 1 to 4 days
for full effect

Warnings

Allergy alert: Do not use if you are allergic

to omeprazole

Do not use if you have trouble or pain

swallowing food, vomiting with blood, or

bloody or black stools. These may be signs

of a serious condition. See your doctor.

Ask a doctor before use if you have

m had heartbum over 3 months. This may
be a sign of a more serious condition.

m heartburn with lightheadedness,
sweating or dizziness

mchest pain or shoulder pain with shortness
of breath; sweating; pain spreading to
ams, neck or shoulders; or lightheadedness

m frequent chest pain

m frequent wheezing, particularly with
heartburn

m unexplained weight loss

m nausea or vomiting  m stomach pain P>
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Tips for Managing Heartbum
m Do not lie flat or bend over m Avoid heartburn-causing foods such as rich,
after eating spicy, fatty or fried foods, chocolate, caffeine,
( ) m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking

Drug Facts conthwed Drug Facts continued FDA Approved Drug Facts

Ask a doctor or pharmacist before use if you are taking Other inf ati Active i dient P

m wiarfarin, clopidogrel or cilostazol (blood-thinning medicines) r information \clive ingredien urpose

m prescription antifungal or anti-yeast medicines = Lm"ﬁ s:m"""s and warnings gm eﬁh gblet) s

m diazepam (anxiety medicine) meprazole 20 mg................. reducer

gy mkeop the catn. It contas mportart T

m tacrolimus (immune system medicine)

m prescription antirtrovirals (medicines for HIV infection)  stor at 20-25°C (63.77°F) and protect oty

Stop use and ask a doctor if  m your heartbum continues or worsens — = mnot intended for immediate relief of

m you need to take this product for more than 14 days Inactive mgredlents heartburn; this drug may take 1 to 4 days

m you need to take more than 1 course of treatment every 4 months benzyl alcohol, carmine, camauba wax, for full effect

m you get diarrhea FD&C blue #2/indigo carmine aluminum lake, W 7

If pregnant or breast-feeding, ask a health professional before use. flavor, hypromellose, hypromellose acetate A..f’”’!’,gf Do not use if you are allergic

Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control Center succinate, lactose monohydrate, menthol, o on'?: raz0le use it you

right away. (1-800-222-1222) modified starch, monoethanolamine, N > P

_ — alycol 3350, sodium lauryl Treats Frequent Heartburn! Do not use if you have trouble or pain

Directions sulfate, sodium starch glycolate, sodium Occurring 2 Or More Days a Week swallowing food, vomiting with blood, or

m for adults 18 years of age and older stearate, sodium stearyl fumarate, sucralose, bloody or black stools. These may be signs

[ ] nﬂs prmct:s‘ m4b: usefd ofc:jc"e e?f daty' (every thhgug‘, ewarzl g‘ayfo'rh}tf days oo within 24 hoo talc, titanium dioxide, triacetin, triethyl citrate of a serious condition. See your doctor.

m it may take 1 to 4 days for ect; some pe complete rel symptoms within rs - Ask a doctor before use if you have
14-Day Course of Treatment ?f‘ﬁ%‘;’_’:&’cm’"""'ﬂ @n’eprazmle e’aye mhad heartbum over 3 months. This may
m swallow 1 tablet with a glass of water before eating in the morning - be a sign of a more serious condition.

m take every day for 14 days — ) \ - m heartburn with lightheadedness,
m do not take more than 1 tablet a day Saf:ny Fd“"“m'. n:n')"‘:t use if printed | Release ablet S sweating or dizziness
m do not use for more than 14 days unless directed by your doctor seal under cap IS broken or missing. AN U ' mchest pain or shoulder pain with shortness
m swallow whole. Do not chew, crush, or suck tablets. Made in Israel = of breath; sweating; pain spreading to
Repeated 14-Day Courses (if needed) Acid Reducer ams, neck or shoulders; or lightheadedness
myou m a14-day course every 4 months Manufactured by: m frequent chest pain
you may repeat a 14-day every )
m do not take for more than 14 days or more often than every 4 months unless directed by Dexcel Pharma Technologies Lid, SWALLOW - DO NOT CHEW 28 Tablet m frequent wheezing, particularly with
a doctor 10 Hakidma Street, Yokneam, 20692, Israel ablets heartburn
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L
Tips for Managing Heartbum
m Do not lie flat or bend over m Avoid heartburn-causing foods such as rich,
after eating spicy, fatty or fried foods, chocolate, caffeine,
( ) m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking
Drug Facts oriinued) Drug Facts ontinued Bonus Pack! 14 Free
Ask a doctor or pharmacist before use if you are taking Other inf ati
m wiarfarin, clopidogrel or cilostazol (blood-thinning medicines) I iniormation
m prescription antifungal o anti-yeast medicines = ;m’ﬁs‘:m“ms and warnings
o et ot mkeep the carton. It contains important
information.
o e et for Y ' store at 20-25°C (68-77°F) and protect
Stop use and ask a doctor if  m your heartbum continues or worsens fromtnolst.ue -
m you need to take this product for more than 14 days Inactive ingredients
m you need to take more than 1 course of treatment every 4 months benzyl alcohol, carmine, camauba wax,
m you get diarrhea FD&C blue #2/indigo carmine aluminum lake,
If pregnant or breast-feeding, ask a health professional before use. flavor, hypromellose, hypromellose acetate
Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control Center succinate, lactose monohydrate, menthol,
right away. (1-800-222-1222) modified starch, monoethanolamine, Q
— polyethylene glycol 3350, sodium lauryl Treats Frequent Heartburn!
Directions sulfate, sodium starch glycolate, sodium Occurring 2 Or More Days a Week com
m for adults 18 years of age and older stearate, sodium stearyl fumarate, sucralose,
m this product is to be used once a day (every 24 hours), every day for 14 days tale, itanium dioxide, triacetin, triethyl citrate
m it may take 1 to 4 days for full effect; some people get complete relief of symptoms within 24 hours - ) : N S \ =
4y Cos of e Quesons or comments? OmeprazolelDelayed
m swallow 1 tablet with a glass of water before eating in the morning 1- 1
m take every day for 14 days — ) - : s Yn)
m do not take more than 1 tablet a day Safety Featuro - Do net use i prifted Re’ea se Ta b I ets
m do not use for more than 14 days unless directed by your doctor Seal under cap s broken or missing. -
m swallow whole. Do not chew, crush, or suck tablets.
N ' Made in Israel 5
Repeated 14-Day Courses (if needed) Acid Reducer
m you may repeat a 14-day course every 4 months Manufactured by: i
m do not take for more than 14 days or more often than every 4 months unless directed by Dexcel Pharma Technologies Lid, SWALLOW - DO NOT CHEW 28 14 Tablets
a doctor 10 Hakidma Street, Yokneam, 20692, Israel M Table
m children under 18 years of age: ask a doctor. Heartbum in children may sometimes be caused > Coated with Two 0Onre 14-day courses of treatment
by a serious condition. Wildberry Mint Flavor 2 4 BOTTLES INSIDE
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Drug Facts

Active ingredient  Purpose
(in each tablet)
Enepramle 20 mg..................Acid reducer
Use

m treats frequent heartbum (occurs 2 or

more days a week)
m not intended for immediate relief of
heartburn; this drug may take 1 to 4 days
for full effect

Warnings
Allergy alert: Do not use if you are allergic
to omeprazole

Do not use if you have trouble or pain

swallowing food, vomiting with blood, or

bloody or black stools. These may be signs

of a serious condition. See your doctor.

Ask a doctor before use if you have

m had heartbum over 3 months. This may
be a sign of a more serious condition.

m heartburn with lightheadedness,
sweating or dizziness

mchest pain or shoulder pain with shortness
of breath; sweating; pain spreading to
ams, neck or shoulders; or lightheadedness

m frequent chest pain

m frequent wheezing, particularly with
heartburn

m unexplained weight loss

mnausea or vomiting  m stomach pain P>
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ﬁug Facts (c:l’"ﬁ""_idzd . = Drug Facts (continued)

a doctor or pharmaci: lore use If you are ng o =

'm warfarin, clopidogrel o cilostazol (blood-thinning medicines) Other information

m prescription antifungal or anti-yeast medicines L] gﬁ:‘ﬁ s‘zm‘m and warnings

: :;zo?d%m;\ean mmmcm) m keep the carton. It contains important

m tacrolimus (immune system medicine)

m prescription antiretrovirals (medicines for HIV infection)

Stop use and ask a doctor if  m your heartbum continues or worsens
m you need to take this product for more than 14 days

m you need to take more than 1 course of treatment every 4 months

m you get diarrhea

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. (1-800-222-1222)

information.
m store at 20-25°C (68-77°F) and protect
from moisture

Inactive ingredients

benzyl alcohol, carmine, camauba wax,
FD&C blue #2/indigo carmine aluminum lake,
flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine,

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours), every day for 14 days
m it may take 1 to 4 days for full effect; some people get complete relief of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the morning
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every 4 months unless directed by
a doctor
m children under 18 years of age: ask a doctor. Heartbum in children may sometimes be caused
by a serious condition. >

polyethylene glycol 3350, sodium lauryl
sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
talc, titanium dioxide, triacetin, triethy! citrate

Questions or comments?
1-800-719-9260

Al

Safety Feature - Do not use if printed
seal under cap is broken or missing.

Made in Israel

Manufactured by:
Dexcel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 20692, Israel

Tips for Managing Heartbum

m Do not lie flat or bend over
after eating

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Bonus! 14 Free

m Avoid heartburn-causing foods such as rich,

spicy, fatty or fried foods, chocolate, caffeine,

m Quit smoking

2

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Acid Reducer
SWALLOW - DO NOT CHEW

alcohol and certain fruits and vegetables
m Eat slowly and avoid big meals
m If overweight, lose weight

Lom

Omeprazole)Delayed
Tablets

28 14 Tablets

Drug Facts

Active ingredient  Purpose
(in each tablet)
&mepmmle 20 mg..................Acid reducer
Use

m treats frequent heartbum (occurs 2 or

more days a week)
m not intended for immediate relief of
heartburn; this drug may take 1 to 4 days
for full effect

Warnings
Allergy alert: Do not use if you are allergic
to omeprazole

Do not use if you have trouble or pain

swallowing food, vomiting with blood, or

bloody or black stools. These may be signs

of a serious condition. See your doctor.

Ask a doctor before use if you have

m had heartbum over 3 months. This may
be a sign of a more serious condition.

m heartburn with lightheadedness,
sweating or dizziness

mchest pain or shoulder pain with shortness
of breath; sweating; pain spreading to
ams, neck or shoulders; or lightheadedness

m frequent chest pain

m frequent wheezing, particularly with
heartburn

m unexplained weight loss

mnausea or vomiting  m stomach pain P
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Tips for Managing Heartbum
m Do not lie flat or bend over m Avoid heartburn-causing foods such as rich,
after eating spicy, fatty or fried foods, chocolate, caffeine,
( ) m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking
- NDC 0000-000-00
Drug Facts (continued) Drug Facts (continued)
Ask a doctor or pharmacist before use if you are taking Oiher informali Treats Frequent Heartburn!
m warfarin, clopidogrel or cilostazol (blood-thinning medicines) r information Occurring 2 Or More Days a Week
m prescription antifungal or anti-yeast medicines u mﬂ‘ss‘:m"ms and warnings
: gm%?ﬂmdmcm) m keep the carton. It contains important
m tacrolimus (immune system medicine) information.
m prescription antir . (medicines for HIV infection) = #m :&m"c (68-77°F) and protect
Stop use and ask a doctor if  m your heartbum continues or worsens om
m you need to take this product for more than 14 days Inactive ingredients
m you need to take more than 1 course of treatment every 4 months benzyl alcohol, carmine, camauba wax,
m you get diarrhea FD&C blue #2/indigo carmine aluminum lake,
If pregnant or breast-feeding, ask a health professional before use. flavor, hypromellose, hypromellose acetate
Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control Center succinate, lactose monohydrate, menthol,
right away. (1-800-222-1222) modified starch, monoethanolamine,
it 7 polyethylene glycol 3350, sodium lauryl com
Directions sulfate, sodium starch glycolate, sodium
m for adults 18 years of age and older stearate, sodium stearyl fumarate, sucralose,
m this product is to be used once a day (every 24 hours), every day for 14 days talc, titanium dioxide, triacetin, triethyl citrate @ ! 2 I m I cl d
m it may take 1 to 4 days for full effect; some people get complete relief of symptoms within 24 hours - m e p r a Z‘ m e e a ye
14-Day Course of Treatment ?’fﬁfﬂ?ﬁé’o’ comments? :
m swallow 1 tablet with a glass of water before eating in the morning - R4 I D T, bl t Q N
m take day for 14 da) — 71 GADG \ 7 o “
ldonm m¥;re1han1¥:bletaday Safety Feature - Do not use if printed | e ease a e s rng
m do not use for more than 14 days unless directed by your doctor seal under cap is broken or missing. Acid Reducer
m swallow whole. Do not chew, crush, or suck tablets. Made in Isragl
oy o S 4 ras ooty 4 monkts Manufactured by: . SWALLOW - DO NOT CHEW
m do not take for more than 14 days or more often than every 4 months unless directed by Dexcel Pharma Technologies Lid,
a doctor 10 Hakidma Street, Yokneam, 20692, Israel 28 Tablets
m children under 18 years of age: ask a doctor. Heartbum in children may sometimes be caused > Coated with Two 14-day courses of treatment
by a serious condition. Wildberry Mint Flavor 2 BOTTLES INSIDE
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EXP.
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r 1
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Drug Facts k

Active ingredient  Purpose
(in each tablet)

Omeprazole 20 mg..................Acid reducer
Use

m treats frequent heartbum (occurs 2 or

more days a week)

m not intended for immediate relief of
heartburn; this drug may take 1 to 4 days
for full effect

Jrem— -

Warnings
Allergy alert: Do not use if you are allergic
to omeprazole

Do not use if you have trouble or pain

swallowing food, vomiting with blood, or

bloody or black stools. These may be signs

of a serious condition. See your doctor.

Ask a doctor before use if you have

m had heartbum over 3 months. This may
be a sign of a more serious condition.

m heartburn with lightheadedness,
sweating or dizziness

mchest pain or shoulder pain with shortness
of breath; sweating; pain spreading to
amms, neck or shoulders; or lightheadedness

m frequent chest pain

m frequent wheezing, particularly with
heartburn

m unexplained weight loss

m nausea or vomiting  m stomach pain p>
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Do not use If after eating &
printed tablet Do not wea g dothing alcoho
blister unit Is around the Slowly a
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FDA Approved oc 00000020
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J pg ":D Treats Frequent Heartburn!
Occurring 2 Or More Days a Week
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Acid Reducer
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SWALLOW - DO NOT CHEW

42 Tablets

Made inIsrael

CODE AREA

Dexcel Pharma Technologies Lid.

Manufactured by:

140155 FA CBP1-F

Coated with

Wildberry Mint Flavor

Three 14-day courses of treatment

.
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STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique
TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond
TEXT: 6 pt Helvetica Neue 57 Cond

LEADING: 6.5 and 7.0 pt

BULLETS: 5 pt Square with 2 M'S ing bety
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond
HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tahlets
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42 28 Tablets

Coated with
[K Wildberry Mint Flavor  Three Two 14-day courses of treatment ———/W
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STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique

(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique

SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

LEADING: 6.5 and 7.0 pt

BULLETS: 5 pt Square with 2 M'S spacing bety tat t

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt 12-9-14




This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets
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42 28 Tablets
Coated with
Wildberry Mint Flavor  Three Two 14-day courses of treatment
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STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

LEADING: 6.5 and 7.0 pt

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt 12-9-14




This label may not be the

latest approved by FDA.

For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tahlets
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Coated with

Wildberry Mint Flavor
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42 Tablets

Three 14-day courses of treatment
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STANDARD FORMAT

TYPE SIZES:
TITLE: 9 pt Helvetica Neue 77 Bold

HEADINGS: 8 pt Helvetica Neue 77

TEXT: 6 pt Helvetica Neue 57 Cond
LEADING: 6.5 and 7.0 pt

TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

BULLETS: 5 pt Square with 2 M'S sp

Cond Oblique

Bold Cond Oblique

haty "

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Safety Feature -
Do not use If
printed tablet
blister unit Is
open or tom.

28 + 14 FREE

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Delayed,
20000,

Acid Reducer

)

Coated with

Wildberry Mint Flavor

SWALLOW - DO NOT CHEW

42 Tablets

Three 14-day courses of treatment

NDC 00000-000-00

m

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 7.0 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond
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NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
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Do not use If e - nicy fatty o
printed tablet Do not wear tig g dothing alcohol and certa
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Caitli Treats Frequent Heartburn!
Occurring 2 Or More Days a Week
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Delayed
20/,

Acid Reducer

SWALLOW - DO NOT CHEW

Coated with
Wildberry Mint Flavor

42 Tablets
Three 14-day courses of treatment

.

m

STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT. 6 pt Helvetica Neue 57 Cond

LEADING: 6.5 and 7.0 pt

BULLETS: 5 pt Square with 2 M'S ing bety t
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Coated with

Wildberry Mint Flavor

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets (Club Size)
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3 P A c K Three 14-day courses of treatment

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Acid Reducer

SWALLOW

- DO NOT CHEW

Three 14-day courses of treatment

=
8
=
=
a s
=S
=8
B %
%
<¥
x5
= 2
oo
S5
T s
%E
S
@
=

Laser Coding Removes the Ink and Becomes White.

000000000

NDC 00000-000-00

42 Tablets

STANDARD FORMAT

TYPE SIZES:

LEADING: 8.7 pt

HEAVY LINES: 2.0 pt
HAIRLINES: 0.5 pt

TITLE: 13 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 10 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 10 pt Helvetica Neue 57 Cond

HEADINGS: 10 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 8 pt Helvetica Neue 77 Bold Cond

TEXT: 8 pt Helvetica Neue 57 Cond

BULLETS: 7 pt Square with 2 M'S

TELEPHONE #: 8 pt Helvetica Neue 77 Bold Cond

PRINT OUT
at 65%

1-29-15
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets (Club Size)
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Black or Darkest Color.

Laser Coding Removes the Ink and Becomes White.
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Value PaCk! "/ Lreeg;ctl\t/}lgm Treats Frequent Heartburn! -
3-14 Tablet Cartons Q Occurring 2 Or More Days a Week
Acid Reducer
SWALLOW - DO NOT CHEW
Coated with 42 Tablets
Wildberry Mint Flavor Three 14-day courses of treatment

|

STANDARD FORMAT
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed Draft Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

42 Tablets (Bottle Carton)
I
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Use
m treats frequent heartburn (occurs 2 or more days a week)

Drug Facts

Drug Facts (continued)

Active ingredient (in each tablet)
Omeprazole 20 mg.

Purpose
Acid reducer

m not intended for immediate relief of heartburn; this drug may take

1 10 4 days for full effect

Stop use and ask a doctor if  m your heartburn continues or worsens
m you need to take this product for more than 14 days

m you need to take more than 1 course of treatment every 4 months
myou get diarrhea

Warnings

Allergy alert: Do not use if you are allergic to omeprazole

Do not use if you have trouble or pain swallowing food, vomiting with
blood, or bloody or black stools. These may be signs of a serious

condition. See your doctor.

Ask a doctor before use if you have

m had heartburn over 3 months. This may be a sign of a more

serious condition.

m heartbumn with lightheadedness, sweating or dizziness

m chest pain or shoulder pain with shortness of breath; sweating;
pain spreading to arms, neck or shoulders; or lightheadedness

m frequent chest pain

m frequent wheezing, particularly with heartburn
m unexplained weight loss

W nausea or vomiting

m stomach pain

Ask a doctor or pharmacist before use if you are taking

m warfarin, clopidogrel or cilostazol (blood-thinning medicines)

m prescription antifungal or anti-yeast medicines
m diazepam (anxiety medicine)

m digoxin (heart medicine)

m tacrolimus (immune system medicine)

m prescrip (medicines for HIV inf

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdese, get medical help or
contact a Poison Control Center right away. (1-800-222-1222)

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours), every day for
14 days
m it may take 1 to 4 days for full effect; some people get complete relief
of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the moming
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day C (if needed)
myou mayrepeatau-daycoufseeveryA months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartburn in children
may sometimes be caused by a serious condition.

Drug Facts (continued) NDC 0000-000-00
Inactive ingredients

benzyl alcohol, carmine, camauba wax,
FD&C blue #2/indigo carmine aluminum lake,
flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine,
polyethylene glycol 3350, sodium lauryl
sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
tale, titanium dioxide, triacetin, triethyl citrate

Questions or comments?
1-800-719-9260

Other information
m read the directions and warnings before use
m keep the carton. ft contains important information.

m store at 20-25°C (68-77°F) and protect from moisture >

Made in Israel

Manufactured by:
Dexcel Pharma Technologies Ltd.
10 Hakidma Street, Yokneam, 20692, Israel

Q

Tips for Managing Heartburn
m Do not lie flat or bend over
after eating
m Do not wear tight-fitting clothing
around the stomach
m Do not eat before bedtime
m Raise the head of your bed

blets

m Avoid heartbum-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

me/ayed

Acid Reducer

SWALLOW - DO NOT CHEW

Coated with
Wildberry Mint Flavor

42 Tablets
Three 14-day courses of treatment

3 BOTTLES INSIDE

K3

M

LOT NO.

EXP.
140107 FA C1

LODE AREA

STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Cond Oblique

TITLE (continued): 8 pt Helvetica Neue 77 Bold Cond Oblique
(continued) 8 pt Helvetica Neue 57 Cond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond

TEXT: 6 pt Helvetica Neue 57 Cond

LEADING: 6.5 pt

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #:6 pt Helvetica Neue 77 Bold Cond

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt

L
Safety Feature -
Do not use If printed
seal under cap Is
broken or missing.
r
12-9-14



.

This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets (Bottle Carton)

J'/

L |
|
L
Tips for Managing Heartburn
7 m Do not lie flat or bend over m Avoid heartbum-causing foods such as rich,
( ) after eating spicy, fatty or fried foods, chocolate, caffeine,
m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking
Drug Facts Drug Facts (continued) Drug Facts (continued) FDA Approved Treats Frequent Heartbum!
Active ingredient (in each tablet) Purpose | Stop use and ask adoctor if m your heartburn continues or worsens Inactive ingredients Occurring 2 Or More Days a Week
Omeprazole 20 mg Acid reducer | m you need to take this product for more than 14 days benzyl alcohol, carmine, camauba wax, Safety Feature -
Tse o g;’g 0 taks more than 1 course of treatment every 4 monthe FD&C blue #2/indigo carmine aluminum lake, Do not use If printed
larhea flavor, hypromellose, hypromellose acetate seal under cap Is
:ﬁﬁ:,m"g%ﬁﬂ;:é“&g ; %x:mmﬁ:mﬁw - If pregnant or breast-feeding, ask a health professional before use. succinate, lactose monohydrate, menthol, broken or missing.
110 4 days for full effect ' Keep out of reach of children. In case of overdose, get medical help or modified starch, monoethanolamine,
s contact a Poison Control Center right away. (1-800-222-1222) polyethylene glycol 3350, sodium lauryl
Wamings i o sulfate, sodium starch glycolate, sodium
irections stearate, sodium stearyl fumarate, sucralose,
Allergy alert: Do not use if you are allergic to omeprazole m for aduls 18 years o age and older by mmmﬂn. e
Do not use if you have trouble or pain swallowing food, vomiting with m this product is to be used once a day (every 24 hours), every day for
blood, or bloody or black stools. These may be signs of a serious 14 days Questions or comments?
condition. See your doctor. m it may take 1 to 4 days for full effect; some people get complete relief 1-800-719-9260 :
Ask a doctor before use if you have of symptoms within 24 hours
m had heartburn over 3 months. This may be a sign of a more 14-Day Course of Treatment |
serious condition. m swallow 1 tablet with a glass of water before eating in the moming Made in Israel
m heartbum with lightheadedness, sweating or dizziness m take every day for 14 days Manufactured by:
m chest pain or shoulder pain with shortness of breath; sweating; m do not take more than 1 tablet a day Dexcel Pharm &
pain spreading to arms, neck or shoulders; or lightheadedness m do not use for more than 14 days unless directed by your doctor 10 Halddlma M’mmﬁ;ﬁ'
m frequent chest pain m swallow whole. Do not chew, crush, or suck tablets. ! '
m frequent wheezing, particularly with heartburn Repeated 14-Day Courses (if needed)
m unexplained weight loss m you may repeat a 14-day course every 4 months
W nausea or vomiting m do not take for more than 14 days or more often than every .
m stomach pain 4 months unless directed by a doctor Acid Reducer
M;fm phumac;slt before use Ifmylu:ialemd . m children under 18 years of age: ask a doctor. Heartburn in children
m warfarin, dogrel or cilostazol (blood-thinning ines) may sometimes be caused by a serious condition. o
m prescription antifungal or anti-yeast medicines = = \ SWALLOW - DO NOT CHEW 42 Tablets
m diazepam (anxiety medicine) Other information
O e e e B e B e T, oo Coatod with Three 14-day courses of treatment
. prescrip ( for HIV infecti » | = store at 20-25°C (68-77°F) and protect from moisture > Wildberry Mint Flavor 3 BOTTLES INSIDE
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed Draft Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

42 Tablets (Bottle Carton)

m treats frequent heartburn (occurs 2 or more days a week)
m not intended for immediate relief of heartburn; this drug may take
1 to 4 days for full effect

Warnings

Allergy alert: Do not use if you are allergic to omeprazole

Do not use if you have trouble or pain swallowing food, vomiting with
blood, or bloody or black stools. These may be signs of a serious
condition. See your doctor.

Ask a doctor before use if you have

m had heartburn over 3 months. This may be a sign of a more
serious condition.

m heartbum with lightheadedness, sweating or dizziness

m chest pain or shoulder pain with shortness of breath; sweating;
pain spreading to arms, neck or shoulders; or lightheadedness

m frequent chest pain

m frequent wheezing, particularly with heartburn

m unexplained weight loss

W nausea or vomiting

m stomach pain

Ask a doctor or pharmacist before use if you are taking
m warfarin, clopidogrel or cilostazol (blood-thinning medicines)
m prescription antifungal or anti-yeast medicines
m diazepam (anxiety medicine)
I digoxin (heart medicine)
system

» prescnpﬁnﬁ for HIV >

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdese, get medical help or
contact a Poison Control Center right away. (1-800-222-1222)

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours), every day for

S
m it may take 1 to 4 days for full effect; some people get complete relief
of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the moming
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartburn in children
may sometimes be caused by a serious condition.

Other information
m read the directions and warnings before use
m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture >

/
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Drug Facts Drug Facts (continued) Drug Facts (continued)
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if  m your or worsens ive il i
Omepmego ma. ( ) d%ucer m you need to take this product for more than 14 days g&iﬁz‘%’%‘(g lngsnanba wax,
s m you need to take more than 1 course of treatment every 4 months FD&C blue nlindgo carmine aluminum lake,
Use m you get diarhea '

flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine,
polyethylene glycol 3350, sodium lauryl
sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
tale, titanium dioxide, triacetin, triethyl citrate

Questions or comments?
1-800-719-9260

Made in Israel

Manufactured by:
Dexcel Pharma Technologies Ltd.
10 Hakidma Street, Yokneam, 20692, Israel

¢

Coated with

Tips for Managing Heartburn
m Do not lie flat or bend over
after eating
m Do not wear tight-fitting clothing
around the stomach
m Do not eat before bedtime
m Raise the head of your bed

Bonus Pack! 14 Free

Dela yed
Release ablets 200

m Avoid heartbum-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

Treats Frequent Heartbum!
Occurring 2 Or More Days a Week

Acid Reducer

SWALLOW - DO NOT CHEW

42 28 Tablets

Three Two 14-day courses of treatment

Wildberry Mint Flavor
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

42 Tablets (Bottle Carton)
I
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Drug Facts

Drug Facts (continued)

Active ingredient (in each tablet)
0l 20 mg.

Purpose
Acid reducer

m freats frequent heartburn (oceurs 2 or more days a week)
m not relief of heartbur

1to4daysfnfﬁlleﬁaﬁ

; this drug may take

Stop use and ask a doctor if  m your heartburn continues or worsens
m you need to take this product for more than 14 days

m you need to take more than 1 course of freatment every 4 months

m you get diarrhea

Warnings

Allergy alert: Do not use if you are allergic to omeprazole

Do not use if you have trouble or pain swallowing food, vomiting with
blood, or bloody or black stools. These may be signs of a serious

condition. See your doctor.

Ask a doctor before use if you have

m had heartburn over 3 months. This may be a sign of a more

serious condition.

m heartbum with lightheadedness, sweating or dizziness
m chest pain or shoulder pain with shortness of breath; sweating;
pain spreading to amms, neck or shoulders; or lightheadedness

m frequent chest pain

m frequent wheezing, particularly with heartburn

m unexplained weight loss
W nausea or vomiting
m stomach pain

Ask a doctor or pharmacist before use if you are taking
m warfarin, clopidogrel or cilostazol (blood-thinning medicines)

m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)
m digoxin (heart medicine)

m tacrolimus (immune system medicine)

m prescription antiretrovirals (medicines for HIV infection) >

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. (1-800-222-1222)

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours), every day for

S
m it may take 1 to 4 days for full effect; some people get complete relief
of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the moming
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartburn in children
may sometimes be caused by a serious condition.

Drug Facts (continued)

Inactive ingredients

benzyl alcohol, carmine, camauba wax,
FD&C blue #2/indigo carmine aluminum lake,
flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine,
polyethylene glycol 3350, sodium lauryl
sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
talc, titanium dioxide, triacetin, triethy! citrate

Questions or comments?
1-800-719-9260

Bonus! 14 Free

DIE CUT
WINDOW = WINDOW Bn WINDOW

Treats Frequent Heartbum!
Occurring 2 Or More Days a Week

DIE CUT DIE CUT

Safety Feature -
Do not use If printed
seal under cap Is
broken or missing.

Other information
m read the directions and warnings before use
m keep the carton. it contains important information.

m store at 20-25°C (68-77°F) and protect from moisture >

/

Made in Israel
Manufactured by:

Dexcel Pharma Technologies Ltd.
10 Hakidma Street, Yokneam, 20692, Israel
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Acid Reducer

SWALLOW - DO NOT CHEW

42 28 Tablets
Three Two 14-day courses of treatment
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Coated with
Wildberry Mint Flavor
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

42 Tablets (Bottle Carton)
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L
Tips for Managing Heartburn
7 m Do not lie flat or bend over m Avoid heartbum-causing foods such as rich,
( 5 after eating spicy, fatty or fried foods, chocolate, caffeine,
m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking
J -
Drug Facts Drug Facts (continued) Drug Facts (continued) Treats Frequent Heartburn!
Active i ﬂgf edient (in each tablet) Purpose Stop use and ask adoctor if _m your orworsens Inactive ingredients Occurring 2 Or More Days a Week
Omepmzo‘e Acid reducer | m you need to take this product for more than 14 days benzyl alcohol,garmlne, camauba wax, Y ys Safety Feature -
Use :zm qn:?g to takae more than 1 course of treatment every 4 months FD&C blue #2/indigo carmine aluminum lake, Do not use If printed
larrhe: flavor, hypromellose, hypromellose acetate seal under cap Is
:trr&ats frequelfr'lxheamum (“r;‘:? é—f’ more daty':: mw:k) take f pregnant or breast-feeding, ask a health professional before use. succinate, lactose monohydrate, menthol, broken or missing.
1 1o 4 days for full effect d may Keep out of reach of children. In case of overdese, get medical help or modified starch, monoethanolamine,
0 s contact a Poison Control Center right away. (1-800-222-1222) polyethylene glycol 3350, sodium lauryl
Wamnings Directi sulfate, sodium starch glycolate, sodium
irections stearate, sodium stearyl fumarate, sucralose,
Allergy alert: Do not use if you are allergic to omeprazole mfor adults {8 years of age and older by dom%m'"w prses
Do not use if you have trouble or pain swallowing food, vomiting with m this product is to be used once a day (every 24 hours), every day for
blood, or bloody or black stools. These may be signs of a serious 14 days Questions or comments?
condition. See your doctor. m it may take 1 to 4 days for full effect; some people get complete relief 1-800-719-9260 :
Ask a doctor before use if you have of symptoms within 24 hours
m had heartburn over 3 months. This may be a sign of a more 14-Day Course of Treatment L
serious condition. m swallow 1 tablet with a glass of water before eating in the moming Made in lsrael
m heartbum with lightheadedness, sweating or dizziness m take every day for 14 days Manufactured by:
m chest pain or shoulder pain with shortness of breath; sweating; m do not take more than 1 tablet a day Dexcel Pharma Technologi
pain spreading to arms, neck or shoulders; or lightheadedness m do not use for more than 14 days unless directed by your doctor 10 anidLia sn'eet.aVI:neam zosc;?lergf
m frequent chest pain m swallow whole. Do not chew, crush, or suck tablets. ! '
m frequent wheezi y with heartb Repeated 14-Day C (if needed)
' unexplained weight loss m you may repeat a 14-day course every 4 months
W nausea or vomiting m do not take for more than 14 days or more often than every .
= stomach pain 4 months unless directed by a doctor Acid Reducer
Ask ;f m pméfm use Ifmy:u:“ are::ddng . m children under 18 years of age: ask a doctor. Heartburn in children
W n, dogrel or (blood-thinning nes) may sometimes be caused by a serious condition. =
m prescription antifungal or anti-yeast medicines = = \ SWALLOW - DO NOT CHEW 42 Tablets
m diazepam (anxiety medicine) %ﬂnﬁmﬁm —
m digoxin (heart medicine) m read the directions and warnings use -
m tacrolimus (immune system medicine) m keep the carton. It contains important information. Coated with . Three 14 day courses of treatment
m prescription for HIV p | m store at 20-25°C (68-77°F) and protect from moisture > Wildberry Mint Flavor 3 BOTTLES INSIDE
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Proposed Draft Labeling
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

42 Tablets (Bottle Carton)
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Drug Facts Drug Facts (continued)
Active lngredlent (in each tablet) Purpose | Stop use and ask a doctor if m your heartburn continues or worsens
Omeprazole Acid reducer J| m you need to take this product for more than 14 days

m you need to take more than 1 course of treatment every 4 months
Use m you get diarhea

m treats frequent heartburn (occurs 2 or more days a week)
m not intended for immediate relief of heartburn; this drug may take
1 to 4 days for full effect

Warnings

Allergy alert: Do not use if you are allergic to omeprazole

Do not use if you have trouble or pain swallowing food, vomiting with
blood, or bloody or black stools. These may be signs of a serious
condition. See your doctor.

Ask a doctor before use if you have

m had heartburn over 3 months. This may be a sign of a more
serious condition.

m heartbum with lightheadedness, sweating or dizziness

m chest pain or shoulder pain with shortness of breath; sweating;
pain spreading to arms, neck or shoulders; or lightheadedness

m frequent chest pain

m frequent wheezing, particularly with heartburn

m unexplained weight loss

W nausea or vomiting

m stomach pain

Ask a doctor or pharmacist before use if you are taking
m warfarin, clopidogrel or cilostazol (blood-thinning medicines)

m prescription antifungal or anti-yeast medicines
m diazepam (anxiety medicine)

m digoxin (heart medicine)

m tacrolimus (immune system medidne)

m prescription

for HIV infecti >

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. (1-800-222-1222)

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours), every day for
14 days
m it may take 1 to 4 days for full effect; some people get complete relief
of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the moming
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartburn in children
may sometimes be caused by a serious condition.

Other information
m read the directions and warnings before use
m keep the carton. ft contains important information.

m store at 20-25°C (68-77°F) and protect from moisture >
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Drug Facts (continued)

Inactive ingredients

benzyl alcohol, carmine, camauba wax,
FD&C blue #2/indigo carmine aluminum lake,
flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine,
polyethylene glycol 3350, sodium lauryl
sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
tale, titanium dioxide, triacetin, triethyl citrate

28 + 14 FREE
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

42 Tablets (Bottle Carton)
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Tips for Managing Heartburn
ya N m Do not lie flat or bend over m Avoid heartbum-causing foods such as rich,
( ) after eating spicy, fatty or fried foods, chocolate, caffeine,
m Do not wear tight-fiting clothing alcohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking
- -
Drug Facts Drug Facts (continued) Drug Facts (continued) Trlple Pack Three 14-day courses of freatment Treats Frequent Heartbum!
Active ingredient (in each tablet) Purpose | Stop use and ask adoctor if _m your heartbun continues or worsens | | | Tnactive ingredients Occurring 2 Or More Days a Week
Omeprazole 20 mg. Acid reducer | m you need to take this product for more than 14 days benzyl alcohol, carmine, camauba wax,
m you need to take more than 1 course of treatment every 4 months FD&C blue #Zlfndgo carmine aluminum lake,
gftgats frequent heartburn (occurs 2 or more days a week) B Y00 got damhen flavor, hypromellose, hypromellose acetzte .
mnot relief of Iﬁs drug may take If pregnant or breast-feeding, ask a health professional before use. succinate, lactose monohydrate, menthol,

1loddaysfmﬁlleﬂuﬁ

Warnings

Allergy alert: Do not use if you are allergic to omeprazole

Do not use if you have trouble or pain swallowing food, vomiting with
blood, or bloody or black stools. These may be signs of a serious
condition. See your doctor.

Ask a doctor before use if you have

m had heartburn over 3 months. This may be a sign of a more
serious condition.

m heartbum with lightheadedness, sweating or dizziness

m chest pain or shoulder pain with shortness of breath; sweating;
pain spreading to arms, neck or shoulders; or lightheadedness

m frequent chest pain

m frequent wheezing, particularly with heartburn

m unexplained weight loss

W nausea or vomiting

m stomach pain

Ask a doctor or pharmacist before use if you are taking

m warfarin, clopidogrel or cilostazol (blood-thinning medicines)
m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

[ ] system

mp ( s for HIV >

Keep out of reach of children. In case of overdose, get medical help or
contact a Poison Control Center right away. (1-800-222-1222)

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours), every day for
14 days
m it may take 1 to 4 days for full effect; some people get complete relief
of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the moming
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartburn in children
may sometimes be caused by a serious condition.

Other information
m read the directions and warnings before use
m keep the carton. ft contains important information.

m store at 20-25°C (68-77°F) and protect from moisture »

modified starch, monoethanolamine,
polyethylene glycol 3350, sodium lauryl
sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
tale, titanium dioxide, triacetin, triethyl citrate

Questions or comments?
1-800-719-9260

Made in Israel

Manufactured by:

Dexcel Pharma Technologies Lid.
10 Hakidma Street, Yokneam, 20692, Israel
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This label may not be the latest approved by FDA.
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

42 Tablets (Bottle Carton)
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Drug Facts Drug Facts (continued) Drug Facts (continued) Treats Frequent Heartbum!
Active ingredient (in each tablet) Purpose | Stop use and ask adoctor if m your heartourn continues or worsens Inactive ingredients o PO 144 i Occurring 2 Or More Days a Week
Omeprazole 20 mg. Acid reducer | ® you need to take this product for more than 14 days benzyl alcohol, carmine, camauba wax, dy courses o d
m m you need to take more than 1 course of treatment every 4 months FD&C blue 82/fntloo ‘carmine aluminum lake,
lgms frequent heartburn (occurs 2 or more days a week) :you oet.: hr:ast Toeding, 35k healih professional of "M:‘:twflnmglm-mlﬂw mm'::e
pregnant or -feeding, ask a jonal before use. succinate, lactose mi e, menthol,
;“t‘odmysgfmww rellef of i thia drug may take Keep out of reach of children, In case of overdose, get medical help or modified starch, monogthanolamine, D’E CUT D’E CUT D’E CUT
contact a Poison Control Center right away. (1-800-222-1222) polyethylene glycol 3350, sodium lauryl
Warnings — Sl s sl ghctsoor WINDOW WINDOW WINDOW
irections stearate, sodium stearyl fumarate, sucralose,
Allergy alert: Do not use if you are allergic to omeprazole m for adults 18 years of age and older tale, ttanium dioxide. triacetin,
Do not use if you have trouble or pain swallowing food, vomiting with m this product is to be used once a day (every 24 hours), every day for . . .
blood, or bloody or black stools. These may be signs of a serious 4 days Questions or comments?
condition. See your doctor. m it may take 1 to 4 days for full effect; some people get complete relief 1-800-719-9260 :
Ask a doctor before use if you have of symptoms within 24 hours
m had heartburn over 3 months. This may be a sign of a more 14-Day Course of Treatment
serious condition. m swallow 1 tablet with a glass of water before eating in the moming Made in Israel
m heartbumn with lightheadedness, sweating or dizziness m take every day for 14 days Manufactured by:
m chest pain or shoulder pain with shortness of breath; sweating; m do not take more than 1 tablet a day Dexcel Pharma Technologies Lid.,

pain spreading to arms, neck or shoulders; or lightheadedness
m frequent chest pain
m frequent
m unexplained weight loss
W nausea or vomiting
m stomach pain

Ask a doctor or pharmacist before use if you are taking
m warfarin, clopidogrel or cilostazol (blood-thinning medicines)
m prescription antifungal or anti-yeast medicines
m diazepam (anxiety medicine)
I digoxin (heart medicine)
system

l prescription for HV

v

m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor

m children under 18 years of age: ask a doctor. Heartburn in children

may sometimes be caused by a serious condition.

Other information
m read the directions and warnings before use
m keep the carton. ft contains important information.

m store at 20-25°C (68-77°F) and protect from moisture >

10 Hakidma Street, Yokneam, 20692, Israel
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed Draft Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

42 Tablets (Bottle Carton)

Tips for Managing Heartburn
m Do not lie flat or bend over
after eating
m Do not wear tight-fitting clothing
around the stomach
m Do not eat before bedtime
m Raise the head of your bed

L |
|
C S
Drug Facts Drug Facts (continued) Drug Facts (continued) value Pack!
Active mgredlent (in each tablet) Purpose | Stop use and ask a doctor if m your heartburn continues or worsens Inactive ingredients
Omeprazole 20 Acid reducer | m you need to take this product for more than 14 days benzyl alcohol,garmlne. camauba wax, 3-1 4 Tablet BOttles
m m you need to take more than 1 course of treatment every 4 months FD&C blue #2/indigo carmine aluminum lake,
m e roqurt heartbur (oceurs 2 or mare days a ek Ryou et datea Havor, ypromellose, hypromellose acetata
b4 S reque i (ocr:llgfsof_ tyhsls weel ke If pregnant or breast-Teeding, ask a health professional before use. succinate, lactose monohydrate, menthol,
e ey i this drug may Keep out of reach of children. In case of overdose, get medical help or modified starch, monoethanolamine,
0 s contact a Poison Control Center right away. (1-800-222-1222) polyethylene glycol 3350, sodium lauryl
Wamings D = sulfate, sodium starch glycolate, sodium
irections stearate, sodium stearyl fumarate, sucralose,
Allergy alert: Do not use if you are allergic to omeprazole m for adults 18 years of age and older tale, ttanium do)ddemtnaceﬂn
Do not use if you have trouble or pain swallowing food, vomiting with m this product is to be used once a day (every 24 hours), every day for
blood, or bloody or black stools. These may be signs of a serious 14 days Questions or comments?
condition. See your doctor. m it may take 1 to 4 days for full effect; some people get complete relief 1-800-719-9260
Ask a doctor before use if you have of symptoms within 24 hours
m had heartburn over 3 months. This may be a sign of a more 14-Day Course of Treatment
serious condition. m swallow 1 tablet with a glass of water before eating in the moming Made in Israel
m heartbumn with lightheadedness, sweating or dizziness m take every day for 14 days Manufactured by:
m chest pain or shoulder pain with shortness of breath; sweating; m do not take more than 1 tablet a day Dexcel Pharma Technologies Lid.

pain spreading to arms, neck or shoulders; or lightheadedness
m frequent chest pain
m frequent with heartbi
m unexplained weight loss
W nausea or vomiting
m stomach pain

Ask a doctor or pharmacist before use if you are taking

m warfarin, clopidogrel or cilostazol (blood-thinning medicines)

m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

[ ] system )

mp ( for HIV | 3

m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor

m children under 18 years of age: ask a doctor. Heartburn in children

may sometimes be caused by a serious condition.

Other information
m read the directions and warnings before use
m keep the carton. it contains important information.

m store at 20-25°C (68-77°F) and protect from moisture »

10 Hakidma Street, Yokneam, 20692, Israel

NDC 0000-000-00

m Avoid heartbum-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking
Treats Frequent Heartbum!
Occurring 2 Or More Days a Week
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