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Omeprazole Delayed Release Tablets, 20 mg
14 Tablets (Inner Carton)
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Treats Frequent Heartburn!
Occurring 2 or More Days a Week

Omeprazole

tielayed release tahiets 20 mg

acid reducer

14 TABLETS

One 14-day course of treatment

J

9
| Tips for Managing Heartburn
/ \ m Do not lie flat or bend over after eating m Avoid heartburn-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 Eat slowly and avoid big meals
m Raise the head of your bed m If overweight, lose weight = Quit smoking
1

MODIFIED FORMAT

TYPE SIZES:

(continued) 7 pt Helveti;

TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique
TITLE (continued): 7 pt Helvetica Neue 77 Bold Condensed Oblique
Neue 57 Cond d

TEXT: 6 pt

HEADINGS: 7 pt Helvetica Neue 77 Bold Condensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed
Neue 57 Cond d

LEADING: 6.3 and 6.5 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

BULLETS: 5 pt Square with 2 'S Ing bety tat t
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
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4 Tips for Managing Heartburn 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 m Eat slowly and avoid big meals

3 m Raise the head of your bed m If overweight, lose weight ~ m Quit smoking L
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Treats Frequent Heartburn!
Occurring 2 Or More Days a Week
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14 Tablets

One 14-day course of treatment
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Drug Facts (continued)

m prescription antifungal or anti-yeast medicines

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

m tacrolimus or mycophenolate mofetil (immune system medicines)
m prescription antiretrovirals (medicines for HIV infection)

m methotrexate (arthritis medicine)

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)

Directions
m for adults 18 years of age and old
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
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
mdo not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew or crush 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

14 Tablets (Bottle Carton)

L

Drug Facts (continued)

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

Other information

mread the directions and wamings before use

m keep the carton. It contains important
information.

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

Inactive Ingredients
carnauba wax, ferric oxide red, ferric oxide
yellow, hypromellose, hypromellose acetate
succinate, lactose monohydrate,
monoethanolamine, propylene glycol, sodium
lauryl sulfate, sodium starch glycolate,
sodium stearate, sodium stearyl fumarate,
tal, titanium dioxide, triethyl citrate

Questions or comments?
1-800-719-9260

Tips for Managing Heartbum

m Do not lie fiat 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

Safety Feature -
Do not use if
printed seal under
capis broken

or missing.

DC 0000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

DIE CUT
WINDOW

Ac:d Reducer

Q 14 Tablets

One 14-day course of treatment
1 BOTTLE INSIDE

4 |

Drug Facts
Active Ingredient (In uchwlw Purpose
Omeprazole 20 mg.... .....Acid reducer

—
Warn

Use

mireatsfrequent heartbum (occurs 2or more
days a week)

m notintended for immediate relief of heartburn;
thisdrug may take 1 to 4 days for full effect

ings
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.

m heartbum with lightheadedness,
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
(blood-thinning >

)
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MODIFIED FORMAT
TYPE SIZES:

TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique

TITLE (continued): 7 pt Helvetica Neue 77 Bold Condensed Oblique
(continued) 7 pt Neue 57 C: d

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

TEXT: 6 pt Neue 57 Cond d

LEADING: 6.5 pt

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
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Tips for Managing Heartburn
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 |f overweight, lose weight

m Quit smoking
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Omeprazole Delayed
Release Tablets 20mg

Safety Feature - Do not
useif printed tablet
blister unit is open or torn.

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Delayed

14 Tablets

One 14-day course of treatment

J

\ CODE AREA
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(continued) 7 pt

TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique
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TEXT:6 pt Neue 57 G

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

LEADING: 6.3 and 6.5 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

BULLETS: 5 pt Square with 2 M'S sp

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

ing between

12-5-14



|

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

000000000 1

1
L

4 Tablets (Bottle Carton)

Drug Facts (continued)

m prescription antifungal or anti-yeast medicines

Drug Facts (continued)

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

m diazepam (anxiety medicine)  m digoxin (heart

may

[ ] ormycop mofetil (i p stystem caused by a serious condition.
mp or
Other information
= methotrexate (arthitis metﬂcine) m read the directions and wamings before use
Stop use and ask a doctor if mkeep the carton. It contains important
m your heartbum continues or worsens information

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)

.||

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
mdo not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew or crush 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

000000000 I

mstore at 20-25°C (68-77°F) and protect
from moisture

Inactive ingredients

carnauba wax, ferric oxide red, ferric oxide
yellow, hypromellose, hypromellose acetate
succinate, lactose monohydrate,
monoethanolamine, propylene glycol, sodium
lauryl sulfate, sodium starch glycolate,
sodium stearate, sodium stearyl fumarate,
talc, titanium diaxide, triethyl citrate

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

mAvoid 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

mIf overweight, lose weight  m Quit smoking

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

or missing.

FDA Approved

DIE CUT
WINDOW

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Release Tablets ’my

Q 14 Tablets

One 14-day course of treatment

r

i

" GCODE ABEA

EXP.
: 915D5 FA CBP3-F

& |

Drug Facts

Active Ingredient (In each tablet) Purpose

Omeprazole 20 M@.........cuue. Acid reducer

Use

mtreats frequent heartbum (occurs 2or more
days a week)

m notintended for immediate relief of heartbum;
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. p—
Ask a doctor before use if you have

m had heartbum over 3 months. This may

be asign 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 toarms,
neck or shoulders; or lightheadedness
mfrequent chest pain

m frequent wheezing, particularly with heartbum
m unexplained weight lass

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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Omeprazole Delayed
Release Tablets 20mg

i

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

MahletsR20my;

Safety Feature -
Donotuseif
printed tablet
blister unit is
openortorn.

Tips for Managing Heartburn
m Do not lie fiat or bend over

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 awoid big meals

m If overweight, lose weight

m Quit smoking

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

28 Tablets

Two 14-day courses of treatment

Made in Israel

Dexcel Pharma Technologies Lid.
10 Hakidma Street, Yokneam, 20692, Israel
CODE AREA

Manufactured by:

: 91530 FA (35
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Tips for Managing Heartburn
m Do not lie flat or bend over
after eating
m Do not wear tight-fitting dlothing
around the stomach
m Do not eat before bedtime
m Raise the head of your bed

m Avoid heartburn-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

L I
Drug Facts (continued) _ Drug Facts (continued)
Ask a doctor or pharmacist before use if you are taking T "
m warfarin, clopidogrel or cilostazol (blood-thinning medicines) Other information
m prescription antifungal or anti-yeast medicines m read the directions and wamings
m diazepam (arxiety medicine)  m digoxin (heart medicine) before use
m tacrolimus or mycophenolate mofetil (Immune system medicines) [} ::3'80 the ”&MOH- It contains important
m prescription for HIV formation.
m methotrexate (arthritis medicine) m store at 20-25°C (68-77°F) and protect
Stop use and ask a doctor ff _m your heartburn conBinues or worsens from moisture
m you need to take this product for more than 14 days ive ii i
m you need to take more than 1 course of treatment every 4 months iﬂg’gﬂi’%ﬁdgﬁgg&d ferric oxide
= you get diarrhea yellow, hypromellose, hypromellose acetate
If pregnant or breast-feeding, ask a health professional before use. succinate, lactose monohydrate,
Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control Center monoethanolamine, propylene glycol,
right away. (1-800-222-1222) sodium lauryl sulfate, sodium starch
Directions glycolate, sodium stearate, sodium stearyl
fumarate, talc, titanium dioxide,
m for adults 18 years of age and older triethyl citrate
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 Questions or comments?
14-Day Course of Treatment 1-800-719-9260
m swallow 1 tablet with a glass of water before eating in the moming
m take every day for 14 days Safety Feature - Do not use if printed
m do not take more than 1 tablet a day seal under cap is broken or missing.
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew or crush tablets Made in lsrael
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months Manufactured by: .
m do not take for more than 14 days or more often than every 4 months unless directed by Dexce| Pharma Technologies Lid.
a doctor 10 Hakidma Street, Yokneam, 20692, Israel
m children under 18 years of age: ask a doctor. Heartburn in children may sometimes be caused
by a serious condition. >
r 1 -
000000000

NDC 0000-000-00

Tablets Q@m.q

Ac:ld Reducer

)

spicy, fatty or fried foods, chocolate, caffeine,

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

28 Tablets

Two 14-day courses of treatment
2 BOTTLES INSIDE

AR

0000"00000"% o

LOT NO.

LODE ABEA

EXP.
: 915Dk FA €9

& |

Drug Facts

Active ingredient

(in each tablet)
Omeprazole 20 mg.................

Purpose
Acid reducer

Use

m freats frequent heartburn (oceurs 2 or
more days a

mnot intended for immediate relief of
heartbum; 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
heartbum

m unexplained weight loss
m nausea or vomiting  m stomach pain P>

m

m
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Omeprazole Delayed
Release Tablets 20mg

after eating

Il

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Safety Feature -
Donotuseif
printed tablet
blister unit is
openortorn.

Tips for Managing Heartburn
m Do not lie flat or bend over

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

FDA Approved WDz 20000

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

TabletsR20/my;

28 Tablets

Two 14-day courses of treatment

u

i
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1
Tips for Managing Heartburn
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 aleohol 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) F DA Appl' 0 Ved Drug Facts
Ask a doctor or pharmacist before use if you are taking " B —— =
'm warfarin, clopidogrel or cilostazol (blood-thinning medicines) Other information Active ingredient  Purpose
m prescription antifungal or anti-yeast medicines m read the directions and wamings (in each tablet)
m diazepam (anxiety medicine)  m digoxin (heart medicine) before use Omeprazole 20 mg................. Acid reducer
m tacrolimus or mycophenolate mofetil immune system medicines) ] :(I:}GD the ‘é‘mm It contains important Use
mp for HIV infection) ormation.
w methotrexate (arthritis medicing) m store at 20-25°C (68-77°F) and protect m treats frequent heartburn (occurs 2 or

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

from moisture

Inactive ingredients
camauba wax, ferric oxide red, ferric axide

= you get diarrhea ] yellow, hypromellose, hypromellose acetate Warnings
If pregnant or breast-feeding, ask a heafth professional before use. succinate, lactose monohydrate, Alle lert: Do not use if all
Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control Center monoethanolamine, propylene glycol, 19y alel usaf you are allergic
right away. (1-800-222-1222) sodium lauryl sulfate, sodium starch Q to omeprazole
— sodium stearate, sodium stearyl Treats Frequent Heartburn! Do not use if you have trouble or pain
Directions fumarate, tal, titanium dioxide, Occurring 2 Or More Days a Week swallowing food, vomiting with blood, or
Lom
m for adults 18 years of age and older triethyl citrate bloody or black stools. These may be signs
m this product is to be used once a day (every 24 hours), every day for 14 days - = of a serious condition. See your doctor.
mit may take 1 to 4 days for full effect; some people get complete relief of symptoms within 24 hours Questions or comments? ; * ) ) ) ! ) Ask a doctor before use if you have
14-Day Course of Treatment 1-800-719-9260 ‘ m had heartburn over 3 months. This may
m swallow 1 tablet with a glass of water before eating in the moming be a sign of a more serious condition.
m take every day for 14 days Safety Feature - Do not use if printed 20 m heartbum with lightheadedness,
m do not take more than 1 tablet a day seal under cap is broken or missing. e ease a e lﬂw sweating or dizziness
m do not use for more than 14 days unless directed by your doctor » m chest pain or shoulder pain with shortness
Repestad 14,00 Gourses O et Vade n el seidreducer Stk shours or et
m you may repeat a 14-day course every 4 months Manufactured by: . mfrequent chest pain
m do not take for more than 14 days or more often than every 4 months unless directed by Dexcel Pharma Technologies Lid. 28 Tab I ets L] ﬁh;lmt Wwheezing, particularly with
a doctor 10 Hakidma Street, Yokneam, 20692, Israel | m
. caused m unexplained weight loss
e taione et O 0o ek dockr. Hearan f chRien ity sometimee be > Two 14-day courses of treatment | | mnausea or vomiting  m stomach pain >
2 BOTTLES INSIDE
LOOOU 00000" o \ /
" CODE AREA )
EXP.
: 915Dk FA CBP3-F
r .- -
goooo00000 I
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Omeprazole Delayed
Release Tablets 20mg

SUBSIOW JO SSMUIJJU0D LINGLESY Inof m
0 l

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

Safety Feature -
Donotuseif
printed tablet
blister unit is
openortorn.

Tips for Managing Heartburn
m Do not lie flat or bend over

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

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Releaselablets®20/my,

28 Tablets

Two 14-day courses of treatment

Made in Israel

CODE AREA

N

“m

STANDARD FORMAT

TYPE SIZES:

(continued) 8 pt

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

LEADING: 6.5 and 6.7 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

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

BULLETS: 5 pt Square with 2 M'S sp

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
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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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Proposed Draft Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg

28 Tablets (Bottle Carton)

after eating

Drug Facts (continued)

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)

I tacrolimus or mycophenolate mofelil (immune system medicines)
ines for HV

l metmtremte (arthritis medicine)

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

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)

Drug Facts (continued)

Other information

m read the directions and wamings
before use

m keep the carton. It contains important
information.

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

Inactive ingredients

camauba wax, ferric oxide red, ferric axide
yellow, hypromellose, hypromellose acetate
succinate, lactose monohydrate,
monoethanolamine, propylene glycol,
sodium lauryl sulfate, sodium starch

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
mit 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 or crush 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. >

000000000

sodium stearate, sodium stearyl
fumarate, talc, titanium dioxide,
triethy! citrate

Questions or comments?
1-800-719-9260

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

Made in Israel
Manufactured by:

Dexce| Pharma Technologies Lid.
10 Hakidma Street, Yokneam, 20692, Israel

Tips for Managing Heartburn
m Do not lie flat or bend over

m Do not wear tight-fitting dlothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Release‘

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

m Eat slowly and avoid big meals

m if overweight, lose weight

m Quit smoking

NDC 0000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Drug Facts
Active ingredient
(in each tablef)

Omeprazole 20 mg...

Purpose
. Acid reducer

JDelayed

Tablets 20)n0)

28 Tablets

Two 14-day courses of treatment

Use

m freats frequent heartburn (occurs 2 or
more days a vieek)

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

Wamings

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
heartbum

m unexplained weight loss

m nausea or vomiting  m stomach pain >

m

2 BOTTLES INSIDE
LOOOO 00000

LODE ABEA

\
LOT NO.
EXP.
915Dk FA (BP3-B
r I -
I
STANDARD FORMAT
TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Neue 57 C d

LEADING: 6.5 pt

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

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt
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Omeprazole Delayed Release Tablets, 20 mg
28 Tablets
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Omeprazole Delayed
Release Tablets 20mg

after eating

L

Release

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Bonus!

lablets

Safety Feature -
Donotuseif
printed tablet
blister unit is
openortorn.

Tips for Managing Heartburn
m Do not lie flat or bend over

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 awoid big meals

m If overweight, lose weight

m Quit smoking

14 Free

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

20/ma;

Acid Reducer

28 14 Tablets

Two On€ 14-day courses of treatment

n

STANDARD FORMAT

TYPE SIZES:

(continued) 8 pt

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

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

TEXT: 6 pt Helvetica Neue 57
LEADING: 6.5 and 6.7 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
28 Tablets (Bottle Carton)
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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,
aleohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

Drug Facts (continued)

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)

I tacrolimus or rnycoptunlate mofeﬂl (immune system medicines)
ines for HV

l methotrexate (arthritis medicine)

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

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)

Drug Facts (continued)

Other information

m read the directions and wamings
before use

m keep the carton. It contains important
information.

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

Inactive ingredients

camauba wax, ferric oxide red, ferric axide
yellow, hypromellose, hypromellose acetate
succinate, lactose monohydrate,
monoethanolamine, propylene glycol,
sodium lauryl sulfate, sodium starch

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
mit 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 or crush 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. >

000000000

sodium stearate, sodium stearyl Treats Frequent Heartburn!

fumarate, talc, titanium dioxide, Occurring 2 Or More Days a Week com

triethyl citrate

Questions or comments?

1-800-719-9260

s e oo | Release ablet 2(0
Made in Israel Acid Reducer
Manufactured by:
DexcelPharma Technologies L. 28 14 Tablets

10 Hakidma Street, Yokneam, 20692, Israel

¢

Two .On€ 14-day courses of treatment

& |

Drug Facts
Active ingredient
(in each tablet)
Omeprazole 20 mg................. Acid reducer

Purpose

Use

m freats frequent heartburn (oceurs 2 or
more days a vieek)

mnot intended for immediate relief of
heartbum; this drug may take 1 to 4 days
for full effect

Wamings

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
heartbum

m unexplained weight loss
m nausea or vomiting  m stomach pain p>

2 7/BOTTLES INSIDE
LOUO(!JOOO

m

LOT NO.

LODE ABEA

EXP.
915Dk FA (BP3-E

STANDARD FORMAT

TYPE SIZES:

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

(continued) 8 pt Neue 57 C

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

TEXT: 6 pt 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 Condensed

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt
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Omeprazole Delayed Release Tablets, 20 mg
28 Tablets
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Omeprazole Delayed
Release Tablets 20mg

after eating

Il

m Do not wear tight-fitting dlothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Safety Feature -
Donotuseif
printed tablet
blister unit is
openortorn.

Tips for Managing Heartburn
m Do not lie fiat or bend over

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

Bonus Pack! 14 Free

OmeplazoleiDelayed
Releaselablets¥20img

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Acid Reducer
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28 14 Tablets

Two On€ 14-day courses of treatment
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Omeprazole Delayed Release Tablets, 20 mg
28 Tablets (Bottle Carton)

after eating

Drug Facts (continued)

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 or mycophenolate mofetil (immune system medicines)

m prescription for HV

m methotrexate (arthritis medicine)

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

m you get diarthea

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

Drug Facts (continued)

Other information

m read the directions and wamings
before use

m keep the carton. It contains important
information.

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

Inactive ingredients

camauba wax, ferric oxide red, ferric axide
yellow, hypromellose, hypromellose acetate
succinate, lactose monohydrate,
monoethanolamine, propylene glycol,

Tips for Managing Heartburn
m Do not lie flat or bend over

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

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

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

& |

right away. (1-800-222-1222) sodium | sulfate, sodium starch N
gt“ y i ﬂg'dum mme"m.um ste: Treats Frequent Heartburn!
Directions fumarate, talc, titanium dioxide, o Occurring 2 Or More Days a Week Lom
m for adutts 18 years of age and older triwiyid'trate
m this product is to be used once a day (every 24 hours), every day for 14 days
mit may take 1 to 4 days for full effect; some people get complete relief of symptoms within 24 hours Questions or comments? z@l e lD e
14-Day Course of Treatment 1-800-719-9260
m swallow 1 tablet with a glass of water before eating in the moming
m take every day for 14 days Safety Feature - Do not use if printed R I 2260 20 i
m do not take more than 1 tablet a day seal under cap is broken or missing. e ease a e I77g
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew or crush tablets Made in Israel Acid Reducer
Repeated 14-Day Courses (if needed) Manufactured by
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 Dexcel Pharma Technologies Lid. 28 ]4 Tablets

a doctor

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

.|

000000000

10 Hakidma Street, Yokneam, 20692, Israel

Two € 14-day courses of treatment

for full effect
—

Drug Facts

Active ingredient  Purpose

(in each tablet)

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

Use

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

m not intended for immediate relief of

heartbum; this drug may take 1 to 4 days

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

heartbum

m unexplained weight loss

m nausea or vomiting  m stomach pain P>
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Omeprazole Delayed Release Tablets, 20 mg

L

Proposed Draft Labeling
NDA 22-032

42 Tablets (Bottle Carton)
I

Drug Facts

Drug Facts (continued)

Purpose

Active ingredient (in each tablet)
0 20 mg. Acid reducer

Use wtreats 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

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

m you get diarrhea

Drug Facts (continued) DC 0000-000-00

Inactive ingredients

carnauba wax, ferric oxide red, ferric oxide

yellow, hypmmellose hypromellose acetate
actose

Wamings

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 or mycophenolate mofetil (immune system medicines)

m prescription antiretrovirals (medicines for HIV infection)

m methotrexate (arthritis medicine) >

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)

msoetharuamlne propylene glycol,
sodium lauryl sulfate, sodium starch
glycolate, sodium stearate, sodium stearyl

= = , talc, titanium dioxide,
Directions triethyl citrate
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 Questions or comments?
14 days 1-800-719-9260
m it may take 1 to 4 days for full effect; some people get relief
of symptoms within 24 hours
14-Day Course of Treatment Made in Israel
m swallow 1 tablet with a glass of water before eating in the moming Manufactured by:
m take every day for 14 days Dexcel Pharma Technologies Lid,

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 or crush 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 »

/

10Hakidma Street, Yokneam, 20692, Israel
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Omeprazole Delayed
Release Tablets 20mg

Tips for Managing Heartburn

Safety Feature -
Donotuseif
printed tablet
blister unitis
openortorn.

after eating

m Do not lie flat or bend over

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

FDA Approved Moco00m. 20000
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Treats Frequent Heartburn!
Occurring 2 Or More Days a Week ‘
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Omeprazole Delayed Release Tablets, 20 mg

42 Tablets (Bottle Carton)
I
1

Drug Facts Drug Facts (continued) Drug Facts (continued)
Active ngredlent (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 camauba wax fgemc oxide red, feric oxide
m you need to take more than 1 course of treatment every 4 months yellow, hypromellose, hypromellose acetate

Use wmtreats frequent heartbum (occurs 2 or more days a week) m you get diarhea lactose
= ’1“’: i f;ro’ul ot relief of ; this drug may take If pregnant or breast-feeding, ask a health professional before use. monoethanolamine, propylene glycol,

0o qays Keep out of reach of children. In case of overdose, get medical help or sodium lauryl sulfate, sodium starch
Warnings contact a Poison Control Center right away. (1-800-222-1222) glycolate, sodium stearate, sodium stearyl

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 y with

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)

[ ] or my mofetil system

mp for HIV

m methotrexate (arthritis medicine) >

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 or crush 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 »

fumarate, talc, titanium dioxide,
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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Drug Facts (continued)

Drug Facts
Active ingredient (in each tablet) Purpose
Omeprazole 20 mg. Acid reducer

Use wmtreats frequent heartbum (occurs 2 or more days a week)
m not for relief of

110 4 days for full effect

; 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 treatment every 4 months

m you get diarrhea

Drug Facts (continued)

Inactive ingredients

carnauba wax, ferric oxide red, ferric oxide

yellow, hypromellose, hypromellose acetate
lactose

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

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)

monoethanolamine, propylene glycol,

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

[ ] t p

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)

[ ] or mofetil
m prescription for HIV
m methotrexate (arthritis medicine)

system

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
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 or crush 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.

sodium lauryl sulfate, sodium starch
glycolate, sodium stearate, sodium stearyl
fumarate, talc, titanium dioxide,

triethyl citrate

Questions or comments?

DIE CUT
WINDOW

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 »

1-800-719-9260

Made in Israel

Manufactured by:

Dexcel Pharma Technologies Lid.
10 Hakidma Street, Yokneam, 20692, Israel
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Occurring 2 Or More Days a Week
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1

Drug Facts

Drug Facts (continued)

Active ingredient (in each tablet)
Omeprazole 20 mg.

Purpose
Acid reducer

Use m Ireats traquent heartbum (oceuts 2or
[ ] relief

1toddaysfufdleffwt

more days a week)
thls 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 treatment every 4 months

m you get diarhea

Inactive ingredients

carnauba wax, ferric oxide red, ferric oxide

yellow, hypromellose, hypromellose acetate
ate, lactose

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
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)

] or mofetil

system

m prescription for HIV
m methotrexate (arthritis mediclne)

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 or crush 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 »

monoethanolamine, propylene glycol,
sodium lauryl sulfate, sodium starch
glycolate, sodium stearate, sodium stearyl
fumarate, talc, titanium dioxide,

triethyl citrate

Questions or comments?
1-800-719-9260

Made in Israel

Manufactured by:

Dexcel Pharma Technologies Lid.
10Hakidma Street, Yokneam, 20692, Israel

Tips for Managing Heartbum

= 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 (continued) Bﬂn”s ,’ 14 Fr ee Treats Frequent Heartbum!

Occurring 2 Or More Days a Week
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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 heartburn continues or worsens Ve i P
0 go mg. ( ) d’ﬂ’m, m you need to take this product for more than 14 days !mtb’! 5,’,‘”%‘%‘! m‘fw ferric oxide
m you need to take more than 1 course of treatment every 4 months yellow, hyprolﬁdlose mmme'"m acetate
Use wmtreats frequent heartbum (occurs 2 or more days a week) m you get diarhea succinate, lactose m(‘)mhyitaie.
e ot ircorate elef of ; this drug may take Tf pregnant or breast-Teeding, ask a health professional before Use. monoethanolamine, propylene glycol,
0o ays Keep out of reach of children. In case of overdose, get medical help or sodium lauryl sulfate, sodium starch
Wamings contact a Poison Control Center right away. (1-800-222-1222) glycolate, sodium stearate, sodium stearyl

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
m unexplained weight loss
W nausea or vomiting

m stomach pain

ly with heartb

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)

[ ] or mycopl mofetil (i

for HIV

system

L ]
m methotrexate (arthritis medicine)

fumarate, talc, titanium dioxide,

Directions triethyl citrate
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 Questions or comments?
14 days 1-800-719-9260
m it may take 1 to 4 days for full effect; some people get relief
of symptoms within 24 hours
14-Day Course of Treatment Made in Israel
m swallow 1 tablet with a glass of water before eating in the moming Manufactured by:
m take every day for 14 days Dexcel Pharma Technologies Ltd,
' do not take more than 1 tablet a day 10Hakidma Street, Yokneam, 20692, Israel

m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew or crush 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 >

WINDOW = WINDOW = WINDOW

%‘)

Acid Reducer

42 28 Tablets

Three Two 14-day oounm of treatment
AZBOTTLES INSIDE

@®

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

—

0000 OOOOJ

(continued) 8 pt Neue 57 Cond

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

TEXT. 6 pt
LEADING: 6.5 pt

Neue 57 Cond d

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

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

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

o GCODE AREA
EXP.
1 915D7 FA (BP3-D
r .- -
1
STANDARD FORMAT
TYPE SIZES:

12-5-14



/

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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Bonus Pack! 14 Free

Treats Frequent Heartbum!
Occurring 2 Or More Days a Week

DIE CUT DIE CUT DIE CUT

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
42 Tablets (Bottle Carton)
L I
( S
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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 heartburn continues or worsens Ve i P
0 go mg. ( ) d’ﬂ’m, m you need to take this product for more than 14 days !mtb’! 5,’,‘”%‘%‘! m‘fw ferric oxide
m you need to take more than 1 course of treatment every 4 months yellow, hyprolﬁdlose mmme'"m acetate
Use wmtreats frequent heartbum (occurs 2 or more days a week) m you get diarhea succinate, lactose m(‘)mhyitaie.
e ot ircorate elef of ; this drug may take Tf pregnant or breast-Teeding, ask a health professional before Use. monoethanolamine, propylene glycol,
0o ays Keep out of reach of children. In case of overdose, get medical help or sodium lauryl sulfate, sodium starch
Wamings contact a Poison Control Center right away. (1-800-222-1222) glycolate, sodium stearate, sodium stearyl

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
m unexplained weight loss
W nausea or vomiting

m stomach pain

ly with heartb

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)

[ ] or mycopl mofetil (i

for HIV

system

L ]
m methotrexate (arthritis medicine)

fumarate, talc, titanium dioxide,

Directions triethyl citrate
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 Questions or comments?
14 days 1-800-719-9260
m it may take 1 to 4 days for full effect; some people get relief
of symptoms within 24 hours
14-Day Course of Treatment Made in Israel
m swallow 1 tablet with a glass of water before eating in the moming Manufactured by:
m take every day for 14 days Dexcel Pharma Technologies Ltd,
' do not take more than 1 tablet a day 10Hakidma Street, Yokneam, 20692, Israel

m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew or crush 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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Omeprazole Delayed
Release Tablets 20mg

Tips for Managing Heartburn

Safety Feature - [ ] pﬂt;er:o;;;lg nfll;at or bend over

Donotuseif
m Do not wear tight-fitting clothing
printod tablet around the stomach

blister unitis i
m Do not eat before bedtime
openortorn. m Raise the head of your bed

28 + 14 FREE oo tow0 000
=

Delayed
Tablets¥20/nu;

Acid Reducer

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

o o
o o
o o
o o
o o
(=) o
o o
o o
(= o

@®

42 Tablets

Three 14-day courses of treatment
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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

42 Tablets (Bottle Carton)
I
1

Drug Facts

Drug Facts (continued)

Active ingredient (in each tablet)
Omeprazole 20 mg.

Purpose

Acid reducer

Use m Ireats trsquent heartbum (oceuts 2or
m not relief

1toddaysfa(|.lleﬂa!

more days a week)
thls 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 treatment 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 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
m unexplained weight loss
W nausea or vomiting

m stomach pain

ly with heartb

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)

[ ] or mofetil (i system
mp for HIV

m methotrexate (arthritis medicine)

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 or crush 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 »

/

Drug Facts (continued)

Inactive ingredients

carnauba wax, ferric oxide red, ferric oxide
yellow, hypromellose, hypromellose acetate
succinate, lactose monohydrate,
monocethanolamine, propylene glycol,
sodium lauryl sulfate, sodium starch
glycolate, sodium stearate, sodium stearyl
fumarate, talc, titanium dioxide,

triethyl citrate

Questions or comments?
1-800-719-9260

Made in Israel

Manufactured by:

Dexcel Pharma Technologies Lid.
10Hakidma 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

wemwone 28 + 14 FREE

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

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

42 Tablets

Three 14-day courses of treatment
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
42 Tablets (Club Size)
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Black or Darkest Color.

Laser Coding Removes the Ink and Becomes White.
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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

Omeprazole Delayed Release Tablets, 20 mg

Proposed Draft Labeling
NDA 22-032

42 Tablets (Bottle Carton)

m frequent chest pain

w frequent wheezi rticularly with heartb

m unexplained weight Ioss

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)

[ ] mofetil (i system

[ ] prescnpﬂnn smimtmvimls (medicines for HIV infection)

m methotrexate (arthritis medicine) >

m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew or crush 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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serious condition. 14-Day Course of Treatment Made in Israel Lom
m heartbum with lightheadedness, sweating or dizziness m swallow 1 tablet with a glass of water before eating in the moming Manufactured by:
m chest pain or shoulder pain with shortness of breath; sweating; m take every day for 14 days excel nologies
pain spreading to arms, neck or shoulders; or lightheadedness m do not take more than 1 tablet a day %Halddn:';;g,agﬁam, 20692,lsrL:gl-
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TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Neue 57 Cond d
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Omeprazole Delayed Release Tablets, 20 mg
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Omeprazole Delayed Release Tahlets, 20 mg

42 Tablets (Bottle Carton)

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

m swallow whole. Do not chew or crush 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.

[ ] or mofetil system
m prescription antiretrovirals (medicines for HIV infection)
m methotrexate (arthritis medicine)

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

L I
|
C )
— .

Drug Facts Drug Facts (continued) Drug Facts (continued)

Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if  m your heartburn continues or worsens Inactive ingredients

Omeprazole 20 mg. Acid reducer | ® you need to take this product for more than 14 days carnauba wax, ferric oxide red. feric oxide

m you need to take more than 1 course of treatment every 4 months yellow, hypromellose, hypromellose acetate

Use  wmireats frequent heartbum (occurs 2 or more days a week) m you get diarrhea lactose

= ’1“’: 'Tre"';“n:'re"f?:;m rellef of heartbur; this drug may take If pregnant or breast-feeding, ask a health professional before use. monoethanolamine, propylene glycol,
ooy Keep out of reach of children. In case of overdose, get medical help or sodium lauryl suifate, sodium starch

Warnings contact a Poison Control Center right away. (1-800-222-1222) glycolate, sodium stearate, sodium stearyl

Allergy alert: Do not use if you are allergic to omeprazole Directions mﬁ?ﬁ:{g' titanium dioxide,

Do not use if you have trouble or pain swallowing food, vomiting with m for adults 18 years of age and older

blood, or bloody or black stools. These may be signs of a serious m this product is to be used once a day (every 24 hours), every day for Questions or comments?

condition. See your doctor. days 1-800-719-9260

Ask a doctor before use if you have m it may take 1 to 4 days for full effect; some people get complete relief

m had heartburn over 3 months. This may be a sign of a more of symptoms within 24 hours

serious condition. 14-Day Course of Treatment Made in lsrael
m heartbum with lightheadedness, sweating or dizziness m swallow 1 tablet with a glass of water before eating in the moming Manufactured by:
m chest pain or shoulder pain with shortness of breath; sweating; m take every day for 14 days excel i
pain spreading to arms, neck or shoulders; or lightheadedness m do not take more than 1 tablet a day %Haﬁdm':r;:?gﬁa? Z%g;jg:f
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42 Tablets

Three 14-day courses of treatment
3 BOTTLES INSIDE

Safety Feature -
Do not use If printed
seal under cap Is
broken or missing
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TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

Neue 57 Cond d

(continued) 8 pt

SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed
TEXT: 6 pt Neue 57 G
LEADING: 6.5 pt

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
HEAVY LINES: 1.5 pt
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TITLE (continued): 8 pt Helvetica Neue 77 Bold Condensed Oblique

HEADINGS: 8 pt Helvetica Neue 77 Bold Condensed Oblique

BULLETS: 5 pt Square with 2 M'S spacing between statements
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STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT:6 pt Neue 57 d d

LEADING: 6.5 and 6.7 pt

BULLETS: 5 pt Square with 2 M'S spacing between stats it

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt 1 2'5'1 4
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Omeprazole Delayed Release Tablets, 20 mg
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Drug Facts Drug Facts (continued) Drug Facts (continued) Tnple Pack Three 14-day courses of freatment Treats Frequent Heartbum!
Active ingredient (in each tablet) Purpose Stop use and ask a doctor if _m your heartburn continues or worsens Inactive ingredients Occurring 2 Or More Days a Week
Omeprazole 20 mg. Acid reducer | ® you need to take this product for more than 14 days carnauba wax, ferric oxide red, ferric oxide -
3 , Safety Feature
— m you need to take more than 1 course of treatment every 4 months yellow, hypromellose, hypromellose acetate Do not use If printed
Use  wmtreats frequent heartbum (occurs 2 or more days a week) m you get diarhea y . p
' ot intended for immediate relef o heartburn; this drug may take succinate, lactose monohydrate, seal under cap Is
R P | e | || ek DIE cUT | DIE cUT W DIE CUT
— ys Keep out of reach of children. In case of overdose, get medical help or sodium lauryl sulfate, sodium starch
wam,'”gs contact a Poison Control Center right away. (1-800-222-1222) glycolate, sodium stearate, sodium stearyl
Allergy alert: Do not use if you are allergic to omeprazole Directions 't‘r’b"m“:m‘:t'g titanium dioxide, W' N D o w W’N D o w W’N D o w
Do not use if you have trouble or pain swallowing food, vomiting with m for adults 18 years of age and older
blood, or bloody or black stools. These may be signs of a serious m this product is to be used once a day (every 24 hours), every day for Questions or comments?
condition. See your doctor. 14 days 1-800-719-9260 -
Ask a doctor before use if you have m it may take 1 to 4 days for full effect; some people get complete relief t 3
m had heartburn over 3 months. This may be a sign of a more of symptoms within 24 hours
serious condition. 14-Day Course of Treatment Made in Israel Lom L
m heartbum with lightheadedness, sweating or diziness m swallow 1 tablet with a glass of water before eating in the moming Manufactured by: m I
' chest pain or shoulder pain with shortness of breath; sweating; m take every day for 14 days Dexcel ogies e a e
pain spreading to arms, neck or shoulders; or lightheadedness m do not take more than 1 tablet a day 10 Hmu::&:;:agmmegz WLT:"
m frequent chest pain m do not use for more than 14 days unless directed by your doctor ' '
m frequent wheezing, particularly with heartburn m swallow whole. Do not chew or crush tablets )
= e v s R 10y Gouros v e eas ablets¥20img
W Nausea or vomiting m you may repeat a 14-day course every 4 months : e
m stomach pain m do not take for more than 14 days or more often than every
Ask a doctor or pharmacist before use if you are taking 4 months unless directed by a doctor »
m warfarin, clopidogrel or cilostazol (blood-thinning medicines) m children under 18 years of age: ask a doctor. Heartburn in children A cl d R Edu cer
m prescription antifungal or anti-yeast medicines may sometimes be caused by a serious condition. 42 T bl t
m diazepam (anxiety medicine) - n a e S
m digoxin (heart medicine) Other information
[ ] or mycopl mofetil system m read the directions and warnings before use
m prescription for HIV m keep the carton. tt contains important information. Three 14-day courses of treatment
m methotrexate (arthritis medicine) > | m store at 20-25°C (68-77°F) and protect from moisture > 3 BOTTLES INSIDE
$ 0 LOOOO Ll[)lll‘" 0
o CODE AREA r
EXP.
191507 FA (BP3-6
r ] - -
I
STANDARD FORMAT
TYPE SIZES:
TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique
TITLE (continued): 8 pt Helvetica Neue 77 Bold Condensed Oblique
(continued) 8 pt Neue 57 Cond
HEADINGS: 8 pt Helvetica Neue 77 Bold Condensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed
TEXT: 6 pt Neue 57 Cond: d
LEADING: 6.5 pt
BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt 1 2 8 1 4
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NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
14 Tablets Peel 0ff Coupon

FRONT PANEL
_l
Instant Receemable Coupon - Expires XX-XX-XX NDC 00000-000-00
a8 s
o Treats Frequent Heartburn!
0” mIS Hlmhase Occurring 2 Or More Days a Week

Omeprazole: Delayed
Releaseilabletsy20my;
Q 14 Tablets

: 91574 FA CP3 One 14-day course of treatment
‘1\ /l.

BACK PANEL
a N

SAVE sX NOW!

SAVE sy ==t OIMEQrazole

| “Store Brand” Omeprazole |

| ez - @lgyed Release
: WM“:‘;‘E:’"EE';;“& COUPON "mms)ggﬁﬁ; :

e Lt Tablels 20 mg

foe) if ww‘;l:d

M “‘t mt 0 14 Count
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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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Omeprazole Delayed Release Tablets, 20 mg
14 Tablets (Bottle Carton) Peel Off Coupon

FRONT PANEL BACK PANEL
anmm-mwwx 4 N
SAVE X NOW! SAVE sX NOW!

On This Purchase

00-000-0000 0N

20 myg
14 Count

9
Treats Frequent Heartburn! \\0 m
Occurring 2 Or More Days a Week () MANUFACTURER'S COUPON  EXPIRATION DATE JO(/XXAXXX

. (SAVE SX™ . itz
OmeprazolelDelayed St e |
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ek —
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¢ 14 Tablets e ‘ ‘ |||| i
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Omeprazole Delayed Release Tablets, 20 mg
28 Tablets Peel Off Coupon

FRONT PANEL

J
f Instant Redeemable Coupon - Expires XX-XX-XX NOC 00000-000-00
AV A\
9%,\\@‘ s
Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

On This Purchase

Omeprazole Dela yed
Release: I iili]

Acid Reducer
Q 28 Tablets
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