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Do not chew or crush tablets.
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NOT FOR RESALE

Made in lsrael

Manufactured by:

Dexrel Phama Technologies Lid.
10 Hakidma Street, Yokneam, 2069200, |srael
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Treats Frequent Heartburn!

Occurring 2

Omeprazole

or More Days a Week

tlelayed release lahlets 20 my

acid reducer

14 TABLETS

One 14-day course of treatment

J

Waa)
\/

Tips for Managing Heartburn

Do notlie flat or bend over after eating

B Do not wear fight-fitting clothing around the stomach
B Do not eat before bedtime

B Raise the head of your bed

M fwoid heartburn-causing foods such as rich, spicy, fatty or fried foods,
chocolate, cafieine, alcohol and certain fruits and wegetables

M Cat slowly and avoid big meals

B |f ovenweight, lose weight

B Quit smoking
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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
o Raise the head of your bed o If overweight, lose weight  m Quit smoking L
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Omeprazole Delayed
Release Tablets 20mg

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

> 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

OmeprazoleiDelayed

Acid Reducer

14 Tablets

One 14-day course of treatment
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14 Tablets (Bottle Carton)

Drug Facts (continued)

m prescription antifungal or anti-yeast medicines

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

[ ] i or mycc mofetil (i system medicines)
W prescription antiretrovirals (medicines for HIV infection)

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 getdiarrhea  m you develop a rash or joint pain

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)

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 hefore 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
i lactose monohydrate,

i

Reference ID: 4174190

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
W 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 or crush tablets
Repeated 14-Day Courses (if needed)
W 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 »

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

Questions or comments?

000000000 !

1-800-719-9260

Tips for Managing Heartburn

m Do not lie flat or bend over after eating

' Do not wear tight-fitting clothing around
the stomach

m Do not eat before bedtime

' 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

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

or missing.

D000 00800 Treats Frequent Heartburn!

QOccurring 2 Or More Days a Week

DIE CUT
WINDOW

Nelayel
Tablets20)ny,

Acid Reducer

14 Tablets

One 14-day course of treatment
1 BOTTLE INSIDE

Drug Facts

Active ingredient (in each tablef) Purpose

Omeprazole 20 MQ.......c...ov.e.. Acid reducer

Use

m treats frequent heartburn (occurs 2 or more
days aweek)

m not 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 hefore use if you have

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

m heartburn 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

o frequent wheezing, particularly with heartburn

m unexplained weight loss

W nausea or vomiting ® stomach pain

Ask a doctor or pharmacist before use if

you are taking  m warfarin, clopidogrel or

cilostazol (blood-thinning medicines) »
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Omeprazole Delayed Release Tablets, 20 mg
14 Tablets
1

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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Omeprazole Delayed
Release Tablets 20mg

Safety Feature - Do not
use if printed tablet
ister unit is open or torn.

NDC 00000-000-00

14 Tablets

One 14-day course of treatment
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Reference ID: 4174190

MODIFIED FORMAT

TYPE SIZES:

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

(continued) 7 pt

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

TEXT: 6 pt Helvetica Neue 57
LEADING: 6.3 and 6.5 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

BULLETS: 5 pt Square with 2 M'S
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
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This label may not be the latest approved by FDA.

Final Printed Labeling
NDA 22-032

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

Omeprazole Delayed Release Tablets, 20 mg
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14 Tablets (Bottle Carton)

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)
W prescription antiretrovirals (medicines for HIV infection)

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 diarrhea  m you develop a rash or joint pain

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)

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

Inactive ingredients

carnauba wax, ferric oxide red, ferric oxide
yellow, hypromellose, hypromellose acetate
lactose monohydrate,

i

Reference ID: 4174190

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 or crush tablets
Repeated 14-Day Courses (if needed)
W 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 >

monoethanolamine, propylene glycol, sodium
lauryl sulfate, sodium starch glycolate,
sodium stearate, sodium stearyl fumarate,
tale, titanium dioxide, triethyl citrate

Questions or comments?
1-800-719-9260

000000000 !

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

u [f 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

blets 2@

14 Tablets

One 14-day course of treatment
1 BOTTLE INSIDE

Drug Factls

Active ingredient (in each tablet) Purpose

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

Use

m treats frequent heartburn (occurs 2 or more
days aweek)

m not intended forimmediate 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 heartburn 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

W 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) -

r

00000700000

" " CODE AREA

EXP.
: 915D5 FA C4-F

MODIFIED FORMAT

TEXT: 6 pt

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

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

Neue 57 i

LEADING: 6.5 pt
BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHOMNE #: 6 pt Helvetica Neue 77 Bold Condensed
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

Final Printed Labeling

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
28 Tablets
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Omeprazole Delayed
Release Tablets 20mg

Safety Feature -
Donotuseif
printed tablet
blister unitis
open or torn.

Tips for Managing Heartburn

m Do not lie flat or bend over

after eating

00000"00000

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

W 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
If overweight, lose weight

m Quit smoking

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Elas i

Acid Reducer

28 Tablets

Two 14-day courses of treatment

Uﬂ%
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N

Reference ID: 4174190

m

STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt 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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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Final Printed 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,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

u 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)

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

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 diarrhea o you develop a rash or joint pain

Drug Facts (continued)

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

NDC 0000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

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 morning
m take every day for 14 days
o do not take more than 1 tablet a day
' 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
u 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.

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 dioxide,

triethyl citrate

Questions or comments?
1-800-719-9260

Delayed

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

labletsR20iny,

Made in Israel

Manufactured by:
Dexcel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel

Acid Reducer

28 Tablets

Two 14-day courses of treatment

000000000

Reference ID: 4174190

2 BOTTLES INSIDE
0 “ “00000“00000““ 0

LODE AREA

LOT NO.

EXP.
915Dk FA €11

Drug Facts

Active ingredient  Purpose
(in each tablet)
Omeprazole 20 Mg.............o... Acid reducer

Use

m freats 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 heartburn 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 P>

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 Condensed

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

TEXT: 6 pt Neue 57

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

Final Printed Labeling

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
28 Tablets
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Omeprazole Delayed
Release Tablets 20mg

Safety Feature -
Do not use if
printed tablet
blister unitis
open or torn.

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

FDA Approved

oid 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

B35 20y

Acid Reducer

28 Tablets

Two 14-day courses of treatment
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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
BULLETS: 5 pt Square with 2 M'S

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

HEADINGS: 8 pt Helvetica Neue 77 Bold Gondensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed
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Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets,
28 Tablets (Bottle Carton)
L |

20 mg

:

Drug Facts (continued)

Ask a doctor or pharmacist hefore use if you are taking

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

| prescription antifungal or anti-yeast medicines

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

m tacrolimus or mycophenolate mofetil (immune system medicines)

W prescription antiretrovirals (medicines for HIV infection)

m methotrexate (arthritis medicine)

Stop use and ask a doctor if  ® 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 m you develop a rash or joint pain

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 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 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.

>

Drug Facts (continued)

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

Inactive ingredients

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

Tips for Managing Heartburn
after eating
around the stomach

m Raise the head of your bed

m Do not lie flat or bend over ] Av0|d 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

m Do not wear tight-fitting clothing

m Do not eat before bedtime

FDA Approved

Drug Facts

Active ingredient  Purpose
(in each tablet)

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

W freats 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

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

triethyl 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:
Dexcel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel

ll
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Reference ID: 4174190

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

| £Lom

p
F Z@my

28 Tablets

Two 14-day courses of treatment

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

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

m heartburn 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

2 BOTTLES INSIDE
00000"00000

LODE AREA

LOT NO.
EXP.
: 915Dk FA CBP3-F
r | -
I
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TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique
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HEADINGS: 8 pt Helvetica Neue 77 Bold Condensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Gondensed
TEXT: 6 pt Neue 57

LEADING: 6.5 pt

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

Final Printed Labeling

I II |

Omeprazole Delayed
Release Tablets 20mg

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

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, caff
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

7‘ 2@@@

Acid Reducer

28 Tablets

Two 14-day courses of treatment

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
28 Tablets
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TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique
TITLE (continued): 8 pt Helvetica Neue 77 Bold Gondensed Oblique

TEXT: 6 pt Neue 57

HEADINGS: 8 pt Helvetica Neue 77 Bold Condensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed
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Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
28 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
u Do not eat before bedtime
m Raise the head of your bed

:

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)
W prescription antiretrovirals (medicines for HIV infection)

m methotrexate (arthritis medicine)

Stop use and ask a doctor if m your heartburn continues or worsens
H 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 m you develop a rash or joint pain

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 morning
m take every day for 14 days
| 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)
W you may repeat a 14-day course every 4 months
o 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.

i

Drug Facts (continued)

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

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 dioxide,

triethyl 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:

Dexcel PharmaTechnologies Ltd.
10 Hakidma Street, Yokneam, 2069200, Israel

spicy, fatty or fr

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

NDC 0000-000-00

Treats Frequent Heartourn!
Occurring 2 Or More Days a Week

\

L;z

Omeprazolelbelayed,
Releasedlabletsy20iny;

28 Tablets

Two 14-day courses of treatment
2 BOTTLES INSIDE
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Reference ID: 4174190
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Drug Facts

Active ingredient  Purpose
(in each tablet)
Omeprazole 20 Mg......c..ewenne Acid reducer

Use

m freats 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 hefore use if you have

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

m heartburn 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 >

LOT NO.

EXP.
: 915Dk FA Cy-B

GCODE AREA

STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Gondensed Oblique

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

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

TEXT: 6 pt Neue 57 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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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Final Printed Labeling

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
28 Tablets
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Omeprazole Delayed
Release Tablets 20mg

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

Tips for Managing Heartburn

m Do not lie flat or bend over

000000 after eating

0 | 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

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

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

Raleasa IS 20mg

Acid Reducer

28 14 Tablets

Two Da€ 14-day courses of treatment

Reference ID: 4174190
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Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
28 Tablets (Bottle Carton)
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Tips for Managing Heartburn
N m Do not lie flat or bend over m Avoid heartburn-causing foods such as rich,

[

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

| 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 heartburn continues or worsens

' 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

 you get diarrhea m you develop a rash or joint pain

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

o 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

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 or crush tablets
Rep 1 14-Day C (if needed)
W 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. >

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 dioxide,

triethyl citrate

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

spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

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

m Quit smoking

Bonus Pack! 14 Free

Questions or comments?
1-800-719-9260

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

Manufactured by:
DOexcel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Melayed
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28 14 Tablets

Two .OrE 14-day courses of treatment
2 A’BOTTLES INSIDE
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Drug Facts

Active ingredient  Purpose
(in each tablet)

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

Se

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

m ot 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 heartburn 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

u frequent chest pain

m frequent wheezing, particularly with
heartburn

m unexplained weight loss

W nausea or vomiting  m stomach pain P>
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m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

W Raise the head of your bed

Bonus! 14 Free

Safety Feature -
Donotuseif
printed tablet
blister unitis
open or torn.

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
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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 ri
spicy, fatty or fried foods, chocolate, caffe
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

I

Drug Facts (continued)

mp 1Y
m methotrexate (arthritis medicine)

Ask a doctor or pharmacist hefore 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 tacrolimus or mycophenolate mofetil (immune system medicines)

m digoxin (heart medicine)

for HIV infection)

| you get diarrhea

Stop use and ask a doctor if
| 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 develop a rash or joint pain

m your heartburn continues or worsens

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

a doctor

by a serious condition.

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
W 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 or crush tablets
Repeated 14-Day Courses (if needed)
 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

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

i

Reference ID: 4174190

Drug Facts (continued)

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

Bonus! 14 Free

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 dioxide,

triethyl citrate

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Lom

Questions or comments?
1-800-719-9260

Delayed

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

labletsk20/my,

Made in Israel

Manufactured by:

Dexcel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel

Acid Reducer

28 14 Tablets

Two .Br€ 14-day courses of treatment
2 A/BOTTLES INSIDE
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Drug Facts

Active ingredient  Purpose
(in each tablet)
Omeprazole 20 Mg...........ewnns Acid reducer

Use

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 heartburn 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 p»
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_— Drug Facts Drug Facts (continued)
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if m your heartbun continues or worsens

Omeprazole 20 mg Acid reducer

Use wmtreats 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.

' heartburn with li

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 hausea 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)

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

m you need to take this product for more than 14 days
| you need to take more than 1 course of treatment every 4 months
m you get diarrhea m you develop a rash or joint pain

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) DC 0000-000-00

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

Directions
m for adults 18 years of age and older
m this product is o 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 or crush tablets
Repeated 14-Day Courses (if needed)
W 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.

talc, titanium dioxide,
triethyl citrate

Questions or comments?
1-800-719-9260

Made in Israel

Manufactured by:
Oexrel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel
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TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt
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LEADING: 6.5 and 6.7 pt
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TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

4-27-17

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
42 Tablets
1 —il | n
0926-61..-008-1 4 SJUBLULLIOD 10 SUOHSINY
81RO JAYIBLY ‘SpixoIp wnjuey
‘ofe1 ‘alerewiny |A1Bals WNIPOS ‘aleleals WNIPos ‘a1e|09A|h yolels wnipos ‘aleyins |Aine| wnipos 09416 ausjidold ‘suiwejoueypsouot
‘aJeIPALOUOLL BS0}0R| ‘BJBUIDONS B]R}80E 8SO|[aLioldAY ‘9soj[awwioldAy ‘moj[ak BpIXO D118} ‘Pal BPIXO D118} ‘Xem Bqneuled
SjuaIpaibui anpoeuy
(panunuoa) spae4 bnig
1
A aimsiow woyj 198101d pue (4,//-89) 9.652-0z lesiois m | < (uI9Ipaw SILILLIR) BjEXa10UIaW M
“uoljeuLiojul JueLiodu Sueio9 )| ‘UoLies au) daay m (uonosjui AJH o} sauolpauw) senoleInue uoiduosald m
25N 210jaq SOUILLIBA PUE SUON03IIP SUL PEal M | (saiinau wojsks aUNLWILLI) 380U 8je0usydoakLy 1o SNLLoIoe) B
uonewojui 18y10 (surarpaw Lieay) uixobip m
“UOIIPLOD SNOLISS B AQ PaSNBD 8q SOLLNALLIOS ABL UBIP|IYD i (9”!°!pal5“ faixue) wdedeze!g =
UJ uIngieaH ‘10j00p e Yse :abe Jo SIeak g1 Japun uaip|iyo m SOUIDIPEWL 1SESA-UE 10 [EDUNIRUE UOLdLIseIC m
(sauipatu Bujuuyl-poojq) |0zeysolio 1o [aifiopidof ‘uLiepiem m
10}90p e Aq pajoalip Ssajun sypuow  Alans Bupfe] a1e noA J1 asn aJ0jaq Isioeunieyd Jo Jojoop e ysy
Uy} U)o aJoul 10 SAEP | UBY) 310w Joj 3)e} Jou op M
m Q syjuow ¢ K198 8s1nod Aep-i7| e Jeadal Aew noA m ured yoewoys m
) (papaau i) Req-pLr _ BUILLIOA 10 BOSNEU M
E 5 SJ9IB} USNIO 10 MOUD J0U 0(] “B|OUM MOJ[EMS M f ss0(|11‘%ﬁ!am peumdxgun =
D 10}90p 10k Aq Paloalp SSa|UN SKEP | UBL) J0LL o} asn J0U op M LingLESY UM AlTENIRIEC DUZeuMIusnDe | =
S~ fep B 19(qe} | UBY) 9low ae] 10U op W ured 3594 Juenba); m g <
(7] = shep . 10} Aep A1ane oe) m ssaupapeayiybl] 1o 's1ap|noys 1o ¥oau ‘stuie o} buipeaids ured f N
D N Buluiow ay) ‘Buryeams {ypealq Jo ssaupioys Lm ured Japinoys Jo ufed jsayo m ‘= E
b | g Ut BUIea 81048 Jojem Jo SSEB B LJIM 19[q.} | MOJ[EMS M 1p Jo bun PapEatRLDIl UM uinguesy m g §
Q — jusuneal] Jo asinog Aeg-vi uonIpuod snolies
(=l D aloll & Jo UBIS © aq ABL SIUY| "SUIUOLL € J8A0 UINGHEAY Py M
—_— SIN0Y 2 Ujyhim swopdwiAs Jo Jaifel ahei ok m
; 1 noA J1 asn a10jaq J0joop e ysy =
D u 9)9|dwoa 1o ejdoad swios :Josys ||y 10} sAep ¢ 0} | oye) Aew | W i 2 =
a' ) SAep ¥ 10} 10J00p INOA 933 "UORIPUOD SNOLIaS Pz
Bp A18Ad ‘(sINoy 7z A19As) ABp & 90UO pasn aq 0} S| Jonpoid sy} m ® J0 SubIs 8q Aew 88U ] "S|00}S %9B]q 10 APOO]G 10 ‘POO]] Ui S
— Kep Kions (s A1ana) d Bis aq A A ] j s
N QD J1ap|o pue abe Jo sieak g| synpe 10} M Buniwon ‘pooy Bumoliems ured 10 8|qno} aaeY nok Ji asn Jou og KR u
o3
Q § suonaslig ajozeldawo o} a1b1a|[e a1e noA JI ash Jou o( :Jaje ABs)|y % 8
é Q (222 1-222-008-1) Aeme 1yl 18)us0) [013U07 UOSIO] B JOBI0D 10 sbuem £ 3
djay [eo1palu 186 ‘aS0PISA0 JO 9SEO U] “URIPJIY JO yoeal Jo o desy Yoo 1) 10} SKED 01 1 eL o 2
"asN al0jaq] . =0
. . Kew Brup siy} ‘uIngyesy Jo Joljal1 sjeIpaLLLL 10} papUSIUl Jou M [C e
feuoissajoid yjeal) € se ‘Buipaa)Jseaiq 1o ueufiaid ) (yoom e sAep a0t 1o Z $1n320) uinguesy uanbaly sieal) m 2 E 8 w
ured juiof Jo ysel & dojaasp noA M eaylielp 186 noA m asn = E 7] &
SUIUOLI  AI9AB JUSLLTAI} JO 3SIN0D | UBY) BIOU 83} 0} paau nok m S g )
sAep | ey aiow Joj yonpoid sU axje} 0} pasu nUﬁ ® | j5onpai pioy B oz sjozeidsui E 2 =
SUBSIOM 10 SBNURUOD WINGLIESY INOA M Sk=
1 Iopao Ewse e e asodingd (191qe1 yara ui) Jusipaibul aniay E ; 2
(panunuo) spoe4 Big sjoe4 binig =
Jmeprazoie Deiavea
[ J
v [vrf7 = 710][~ ' (]
00000"00000"" o
[} 0 | Ed 1
Safety Feature - ! o - - At s " 5 g
Do not use if Doiro ; o : d
printed tablet 5 d db
blister unitis D 9 - i
torn. 0 No 0 0
open or torn. R d of your bed Q 0
ol
FDA Approved IR
\ L_@.U:‘:D ‘ Treats Frequent Heartburn!
Occurring 2 Or More Days a Week
[ (en]
Qo Q
o {en]
(e} {en]
(e} o
o Z ) ) y L Q =
S 2164 S Al S
o= o
[a=] (e
‘ 42 Tablets
Three 14-day courses of treatment
-1 X 7
m i




1

/

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

Final Printed Labeling

NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg
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Drug Facts Drug Facts (continued) Drug Facts (continued)
Active ingredient (in each tab[et) Purpose | Stop use and ask a doctor if  m your heartburn continues or worsens Inactive ingredients

Omeprazole 20 mg Acid reducer

Use mtreats 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 heartburn with li ing or dizzil

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

M hausea or vomiting

m stomach pain

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 m you develop a rash or joint pain

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)

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

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)

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
| 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)
W 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.

, talc, titanium dioxide,
triethyl citrate

Questions or comments?
1-800-719-9260

Made in Israel

Manufactured by:
Dexcel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel

m methotrexate (arthritis medicine) P | mstore at 20-25°C (68-77°F) and protect from moisture »
$ 0 H “00000“00000““ 0
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r | -
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TYPE SIZES:

Reference ID: 4174190

FDA Approved

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week
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Three 14-day courses of treatment
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(continued) 8 pt Neue 57

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

TEXT: 6 pt Neue 57

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

LEADING: 6.5 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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This label may not be the latest approved by FDA.
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NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
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Reference ID: 4174190

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

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

TEXT: 6 pt Helvetica Neue 57
LEADING: 6.5 and 6.7 pt
BULLETS: 5 pt Square with 2 M'S

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
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Omeprazole Delayed Release Tablets, 20 mg

42 Tablets (Bottle Carton)
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| Drug Facts Drug Facts (continued)
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if  m your heartburn continues or worsens

Omeprazole 20 mg Acid reducer

Use mtreats 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 hefore use if you have

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

m heartburn with li i

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

u frequent chest pain

m frequent wheezing, particularly with heartburn

m unexplained weight loss

W nausea or vomiting

m stomach pain

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 m you develop a rash or joint pain

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)

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

Ask a doctor or pharmacist before use if you are taking

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

W prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

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

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
W 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 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.

talc, titanium dioxide,
triethyl citrate

Questions or comments?
1-800-719-9260

Made in Israel

Manufactured by:
Dexcel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel
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Reference ID: 4174190

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

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

TEXT: 6 pt Neue 57

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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STANDARD FORMAT
TYPE SIZES:

Reference ID: 4174190

TEXT: 6 pt Neue 57

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 Condensed

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

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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Omeprazole Delayed Release Tablets, 20 mg

000000000 42 Tablets (Bottle Carton)

L 1
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Drug Facts Drug Facts (continued) Drug Facts (continued) Bonus Pack! 14 Free
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 camauba wa, ferric oxide red, ferric oxide

Use wtreats frequent heartburn (occurs 2 ar mare days a week)
m not intended for immediate relief of heartburn; this drug may take
1 to 4 days for full effect

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

m you get diarrhea m you develop a rash or joint pain yellow, Iypromelcss, hiypromollose dcotile

lactose monohydrate,

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 heartburn with li g or dizzi

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

M 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)

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

If pregnant or breast-feeding, ask a health professional before use. monoethanolamine, propylene glycol, D ' E c u T D ' E c U T D ’ E c UT
Keep out of reach of children. In case of overdose, get medical help or sodium lauryl sulfate, sodium starch

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

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 complete 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 morning Manufactured by:

m take every day for 14 days Dexcel PharmaTechnologies Ltd.
 do not take more than 1 tablet a day 10 Hakidma Street, Yokneam, 2069200, Israel

OmeprazoleiDelayed

m do not use for more than 14 days unless directed by your doctor
' swallow whole. Do not chew or crush tablets =
Repeated 14-Day Courses (if needed) e e_,ase a / e s [m

W 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 hy a doctor s
m children under 18 years of age: ask a doctor. Heartburn in children A c’ d R educer
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.

42 28 Tablets

Three Tw0 14-day courses of treatment

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

m methotrexate (arthritis medicine) p | mstore at 20-25°C (68-77°F) and protect from moisture » 3 ZBOTTLES INSIDE
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TITLE: 9 pt Helvetica Neue 77 Bold Gondensed Oblique

TITLE (continued): 8 pt Helvetica Neue 77 Bold Condensed Oblique
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HEADINGS: 8 pt Helvetica Neue 77 Bold Condensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed

TEXT: 6 pt ica Neue 57

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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SUBHEADINGS: 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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NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg

42 Tablets (Bottle Carton)
|

000000000
. |
{ S
d
| Drug Facts Drug Facts (continued)
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if W your heartburn continues or worsens

Omeprazole 20 mg.

Acid reducer

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 mtreats frequent heartburn (occurs 2 or more days a week)
m not intended for immediate relief of heartburn; this drug may take

m you get diarrhea

m you develop a rash or joint pain

Drug Facts (continued)

Inactive ingredients

carnauba wax, ferric oxide red, ferric oxide
yellow, hypromellose, hypromellose acetate
succinate, lactose monohydrate,

Bonus! 14 Free

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

1 to 4 days for full effect

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

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

contact a Poison Control Center right away. (1-800-222-1222)

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

Directions

condition. See your doctor.

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

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

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 heartburn with li

o frequent chest pain

m frequent wheezing, particularly with heartburn
m unexplained weight loss

M nausea or vomiting

m stomach pain

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

W 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 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

Ask a doctor or pharmacist before use if you are taking

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

m diazepam (anxiety medicine)

m digoxin (heart medicine)

W prescription antiretrovirals (medicines for HIV infection)

m tacrolimus or mycophenolate mofetil (immune system medicines)

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
o keep the carton. It contains important information.

/

fi 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, 2069200, Israel

DIE CUT
WINDOW i WINDOW = WINDOW

DIE CUT DIE CUT
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Three Tw0 14-day courses of treatment
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Safety Feature -
Do not use if printed
seal under cap is
broken or missing
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STANDARD FORMAT
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TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Neue 57

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

42 Tablets (Bottle Carton)
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Drug Facts Drug Facts (continued)
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if _m your heartburn continues or worsens

Omeprazole 20 mg Acid reducer

Use wmtreats frequent heartburn (occurs 2 ar more days a week)
m not intended for immediate relief of heartburn; this drug may take
1 1o 4 days for full effect

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 m you develop a rash or joint pain

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 heartburn with lighth i

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 hefore use if you are taking

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

W 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)

NDC 00000-000-00

Drug Facts (continued)

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

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 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.

talc, titanium dioxide,
triethyl citrate

Questions or comments?

1-800-719-9260

Other information

m read the directions and warnings before use

m keep the carton. It contains important information.

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

Made in Israel
Manufactured by:

Dexrel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel
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§ 3 P A GK Three 14-day courses of treatment
“7 TreatMy Treats Frequent Heartburn!
# Heartburn Occurring 2 Or More Days a Week
Acid Reducer
42 Tablets
Three 14-day courses of treatment
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Drug Facts Drug Facts (continued) Drug Facts (continued) Treats Frequent Heartburn!
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if W your heartburn continues or worsens Inactive ingredients ' Ji < Occurring 2 Or More Days a Week
Omeprazole 20 mg Acid reducer | m you need to take this product for more than 14 days camauba wax, ferric oxide red, ferric oxide 4-0ay courses or treatme

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

| you need to take more than 1 course of treatment every 4 months yellow, hypromellose, hypromellose acetate
m you get diarrhea m you develop a rash or joint pain succinate, lactose monohydrate

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 heartburn with lighth i izzi

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

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)

If pregnant or breast-feeding, ask a health professional before use. monoethanolamine, propylene glycol, D ' E c U T D ' E c U T D ' E c U T
Keep out of reach of children. In case of overdose, get medical help or sodium lauryl sulfate, sodium starch

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

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? \ -
4 days 1-800-719-9260 i :
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 Made in Israel
m swallow 1 tablet with a glass of water before eating in the morning Manufactured by:
m take every day for 14 days Dexcel PharmaTechnologies Lid.
m do not take more than 1 tablet a day ) 10 Hakidma Street, Yokneam, 2069200, Israel

m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew or crush tablets
o i 9 eas ets my
M you may repeat a 14-day course every 4 months
u 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 Ac’ d R Educer
may sometimes be caused by a serious condition.

42 Tablets

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

m digoxin (heart medicine) Other information
m tacrolimus or mycophenolate mofetil immune system medicines) m read the directions and warnings before use ]
m prescription antiretrovirals (medicines for HIV infection) m keep the carton. It contains important information. 4 Three 14-day courses of treatment
m methotrexate (arthritis medicine) P | mstore at 20-25°C (68-77°F) and protect from moisture » 3 BOTTLES INSIDE
4$7 0 “ “ooooo”ooooo““ 0
o CODE AREA
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:915D7 FA Ch-A
r | —
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Prug Facts DHip EAets \CONNIKY Drug Facts (continued) Ir Iple PacK three 14-day courses of treatment Treats Frequent Heartburn!
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if m your heartburn continues or worsens Inactive ingredients Occurring 2 OF More Days a Week

Omeprazole 20 mg Acid reducer

Use mitreats 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

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

o you get diarrhea m you develop a rash or joint pain

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)

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

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 heartburn with lightt

W 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)
| prescription antiretrovirals (medicines for HIV infection)

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
W 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 or crush tablets
Repeated 14-Day Courses (if needed)
W 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.

talc, titanium dioxide,
triethyl citrate

Questions or comments?
1-800-719-9260

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

Made in Israel

Manufactured by:
Dexcel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel
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Drug Facts Drug Facts (continued) Drug Facts (continued) Value Paek'
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if m your heartbur continues or worsens Inactive ingredients .

Omeprazole 20 mg

3-14 Tablet Bottles

Acid reducer | M you need to take this product for more than 14 days camauba wax, ferric oxide red, ferric oxide

1 to 4 days for full effect

Use  wtreats frequent heartburn (occurs 2 or more days a week)
m not intended for immediate relief of heartburn; this drug may take

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

| you get diarthea m you develop a rash or joint pain

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

yellow, hypromellose, hypromellose acetate
succinate, lactose monohydrate,
monoethanolamine, propylene glycol,
sodium lauryl sulfate, sodium starch

DIE CUT

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

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

talc, titanium dioxide,

condition. See your doctor.

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

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? I
14 days 1-800-719-9260

WINDOW

Ask a doctor before use if you have

serious condition.
m heartburn with lightt

ing or dizzi

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

m frequent chest pain

m frequent wheezing, particularly with heartburn
m unexplained weight loss

W nausea or vomiting

o stomach pain

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

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 or crush tablets
Repeated 14-Day Courses (if needed)
W you may repeat a 14-day course every 4 months
u do not take for more than 14 days or more often than every

Made in Israel
Manufactured by:

Dexcel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel

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

| prescription antiretrovirals (medicines for HIV infection)

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

m tacrolimus or mycophenolate mofetil (immune system medicines)

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.

DIE CUT
WINDOW = WINDOW

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

DIE CUT

hieleaseplablelsR20iny;

Acid Reducer

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

42 Tablets

Three 14-day courses of treatment
3 BOTTLES INSIDE
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

14 Tablets (Blister Foil)
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Coated with wildberry mint flavor | | Coated with wildberry mint flavor | | Coated with wildberry mint flavor
Omeprazole DR Tablets 20mg | | Omeprazole DR Tablets 20mg | | Omeprazole DR Tablets 20mg
Acid reducer | Acid reducer | Acid reducer
Push tablet through foil. Push tablet through foil. Push tablet through foil.
Dexcel Pharma Technu\cgles Ltd. 1" Dexcel Pharma Technalogies Lto. | | Dexcel PharmaTechnolog\es Ltd.
10 Hakidma | 10 Hakidma Street, | 10 Hakidma Street,
Yokneam 2069200 \srae\ | Yokneam 2069200, Israel | Yokneam 2069200 Israel
__________ Jd - L]
| |
Coated with wildberry mint flavor | | Coated with wildberry mint flavor | | Coated with wildberry mint flavor
Omeprazole DR Tablets 20mg | Omeprazole DR Tablets 20mg | Omeprazole DR Tablets 20mg
Acid reducer Acid reducer Acid reducer
Push tablet through foil. | Push tablet through foil. | Push tablet through foil.
Dexcel Pharma Technu\ugles Ltd. [ Dexcel Pharma Technulogles Ltd. [ Dexcel PharmaTechnoIog\es Ltd.
10 Hakidma Stree | 10 Hakidma Sireef | 10 Hakidma Stre
Yokneam 2069200 \srae\ | Yokneam 2069200 Israel | Yokneam 2069200 Israe\
__________ Neoooooooocoobocaococoooaod
Coated with wildberry mint flavor : Swallow whole. : Coated with wildberry mint flavor
Omeprazole DR Tablets 20mg Donot chew, crush, or suck tablets. Omeprazole DR Tablets 20mg
Acid reducer | One 14-day course of treatment | Acid reducer
Pushtablet through foil ||| Donottake for more than 14 days | | Push tablet through foil.
Dexcel Pharma Ltd. | for ! 4months | | Dexcel Pharma Technologies Ltd.
10Ha kd a Streef, | unless directed by a doctor. | fakidma Street,
Yokneam 2069200, Isael | 40100 00 X3 | Yokneam 2069200, Isragl
__________ e
Coated with wildberry mint flavor I Coated with wildberry mint flavor I Coated with wildberry mint flavor
Omeprazole DR Tablets 20mg | (Omeprazole DR Tablets 20mg | Omeprazole DR Tablets 20mg
Acid reducer | Acid reducer | Acid reducer
Push tablet through foil. | Push tablet through foil. | Push tablet through foil.
Dexcel Pharma Technologies Ltd. | Dexcel Pharma Technologies Ltd. | Dexcel PharmaTechnoIog\es Ltd.
10 Hakidma Street, | 10 Hakidma Street, | 10 Hakidma Street,
Vukneam 2069200, lsrzel | Yokneam 2069200, lsrael | Vukneam 2069200, sizel
__________ _'__________'_ _—— e ————— ]
Coated with wildberry mint flavor | Coated with wildberry mint flavor | Coated with wildberry mint flavor
Omeprazole DR Tablets 20mg || Omeprazole DR Tablets 20mg | | Omeprazole DR Tablets 20mg
Acid reducer | Acid reducer | Acid reducer
Push tablet through foil. | Push tablet through foil. | Push tablet through foil.
Dexcel Pharma Technologies Ltd. | Dexcel Pharma Technologies Ltd. | Dexcel Pharma Technologies Ltd.
10 Hakidma Sreet, | 10 Hakidma Street, | 10 Hakidma Street,
Yokneam 2069200, Isragl | Yokneam 2069200, Israel | Yokneam 2069200, Israel
| |
| |
-
= No Print Area
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Treats Frequent Heartburn!
Occurring 2 or More Days a Week

Omeprazole

telayed release tablets 20 mg
acid reducer

SWALLOW - DO NOT CHEW

costed with 14 1ABLETS

Flaoocry Mt 0ne 14-day course of treatment | |—
J‘J

]

Tips for Managing Heartbum
f\ B Do not lie flat or bend over after ealing B Moid heartbum-causing foods such as rich, spicy, fatty or fried foods,
\J B Do not wear fight-fitting clothing around the stomach chocolate, calfeing, alcohol and certain fruits and vegetables
W Do not eaf before badtime W Eat slowly and avoid big meals
M Ralse the head of your bed | If overweight, loseweight @ Quit smoking
A r
|| I | |
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1

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

o Eat slowly and avoid big meals

o If overweight, lose weight — m Quit smoking

g

*PF] saIBojoULPa) ewley ) [a3Ea

|8BIS| 0026907 ‘WeaUY0A ‘32115 BLIPIEH 0L

|aeIs| Ul apejy

000000000

0926-61.L-008- | { SJUSLILLIOT 10 SUOKSIN])

B1e19 [AUISL ‘UNBI.L] ‘BPIXOIP WNIUBL ‘0[e] ‘9s0[elons ‘ejeleLuny
JA1ea)s Wnipos ‘ajeleals WNIpos ‘91e|0A|D Yalels Wnipos ‘aley|ns |Aine|
wnipos ‘0ses (09416 susjAyreAjod ‘suuiejouBLIB0UOL ‘YIIBIS PaLIpOL
‘|oyuaLU ‘ejRIPAYOUOLU 8S0J98| ‘aJeLIINS 8jejade asof|aLoldAy
‘a50]joWo.dAY ‘10AE]) “O¥e] WnUIWN[E dUjWIeD oBIpul/Z# anid 9Rad
‘XeM eqneuIe) ‘auluies ‘joyoole [Azueq Spuaipalbul aaioeul

2INISIOW Wo1} 199301d PUB (4,//-89) D+G2-0Z 18 810)S M
“UOIYEWLOJUT JUepodw] SUIBIU0D 1] "UOED By} daoy m
asi 810J8q SBUIUIEM PUE SUORIBIIP U} Peal M
uonewoul 1930

*UOIIPUOD SNOLIBS & Aq PasNes aq SawnaLlos Aew uaIpjiyo
Ul UINGHESH '10}00p B Ysk :abe Jo SIeak g1 lapun usIpjiyo m

10190p & Aq pajoaJIp ssejun sypuow  A1ona
UeL) US)Jo 210w 10 SAEp | UBL) 240w Joj 9XE] Jou op M
Suyuow ¢ A1oAa 8s1n0d Aep-1| e Jeadel Aew nok m
(papaau J1) sasinog Aeq-| pejeaday
*$19]qe] YIN$ 10 ‘YSnI2 “Mayd 10U o( "2joym Mo||emS B
10390p InoA Aq pejoauIp ssajun sAep 7| Uy} a10LL 10} SN Jou op W
Aep B 13|qE} | UBY} BI0UW 8B} JoU Op M
sfep v | 1o} Aep A1oAs oyer m
Buiwiow ayy
U1 Buijes a104aq Jalem Jo ssejb e YIM 19|qel | MO|[ems |
juauneay) Jo esinog Aeq-yL
sinoy g uypm swoydwis Jo Jaijal
919|dwoo 18h a|doad awos {19340 ||n} 10} SABp ¢ 01 | el Aew 1l M
skep | 1o}
Kep A1aa ‘(sinoy g A19A8) Aep B 8U0 pasn aq 0} S| 1onpoid siyy m
18pjo pue abe Jo Sieak g | sYNpe 10} M SUOHIIQ

< 98N 810J0q [BUOISSBJ0IA Y)[eay e Yse ‘Buipaa)-iseald Jo jueubaid §
ured jurof 10 ysel e dojarsp nof @ eayuIeIp 36 nof m
SUpUoL  A19A9 JULLTEAI] JO 8SIN0D | LBY) 810U &Ye] 0} paaUl nofk m
SABP | Uy} alowl 1o} Jonpold SIU} 8} 0} paau NoA m
SU3SIOM 10 S3NUIUOY WINGLEaY Inok m
11 10190p e Hse pue asn do}g
(ouIDIPaLU SILILLIE) fexaojaw |
(uonoajur AJH 1o} saudIpaw) s[eaiAoLRIRUe uonduoseld m
(saurapal WaysAs sunwiwi) [najow ajejouaydooAw 1o snuwijoloe) M
(auroipaw peay) uixobip M (suoIpaw Ajaixue) wedszelp m
saupIpaw 1seak-fue lo [ebunjiue uonduosald m
(sauppaw Bujuuiyi-poo|q) [0Ze1so|1 1o [2160pidofd ‘ulieliem m
burye} ase nok j1 asn aojeq 3sioeurreyd Jo Jojoop e sy
ured yoewo}S M BulIwoA 10 easneu M sso| Jyblam paurejdxeun m
winguesy ypm Apenopued ‘Buizesym jusnbaly m
ued 1sayo Juenboy m

ssaupapesyybl| 1o ‘siepjnoys 10 28U ‘swie o} uipealds ured
‘Buireams {ypealq Jo ssaupoys ypm ured topjnoys 1o ured 1sayo m
1p Jo Bul 1] UL uInguesy m

“UOJIPUI0D SNOLIBS
alow e Jo ubls & aq ABUI SIY | "SUIIOUI § 19A0 UINGHESY PEY M
aAeY NoA J1 85N a10Jaq J0190P B Sy
10}20p INOK 89S "UOIIPUOD SNOLIBS
® Jo subis aq Aew 9sal | *$|00}s ¥9€|q 10 APOO]q 10 ‘PO0|q UM
Buniwon ‘pooy Buimo|ems ured 10 8|qnol} sABY noA JI 8sn jou oq

gjozeldawo o} o1bia|[e ale nof || asn J0u o( :Maje G|y
sbunep

108)J0 I} 10} SAEp ¢ 0} | Bdfe}
Kew Brup siy) ‘wngyeay Jo Jaljal SjeIpaLULLI Joj Papualul jou M
(oo e skep 8J0UI10 g $IN990) Winquesy Jusnbal) sjeall m  3sf}

(¢zz 1-222-008- 1) Aeme DLl Jsjuay 010D U0SIod B 10800 Jo
dje [ea1peLu 196 ‘8S0PIOA0 Jo 8SED U] "URJPIIYO JO yoeal jo no daoy

(panunuod) spae4 Bnig

B 0z sjozeidawg
(191qe} yaea uy) uaipaibur anpay
spae4 Bnig

J189npal ploy’
asodind

I | Omeprazole Delayed
Release Tablets 20mg

Safety Feature - Do not
use if printed tablet

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole.Delayed.
Releaseilabletsy20m

| Acid Reducer

SWALLOW - DO NOT CHEW

Coated with

Wildberry Mint Flavor

14 Tablets

One 14-day course of treatment

GCODE AREA

140174 FA (2
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MODIFIED FORMAT

TYPE SIZES:

TEXT: 6 pt Neue 57

TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

LEADING: 6.3 and 6.5 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

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

4-20-17



Reference ID: 4174190

I

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

Final Printed Labeling

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

Tommmm e

Safety Feature - Do not use if printed
seal under cap is broken or missing.
Made in Israel
Manufactured by:

Dexcel Pharma Technologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel

mll

Drug Facts (continued)

W prescription antifungal or anti-yeast medicines

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

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

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 diarrhea  m you develop a rash or joint pain

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 contacta Poison Control Center right away. (1-800-222-1222)

Drug Facts (continued)

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

NDC 0000-000-00
Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

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
o 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)
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 »

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

Inactive ingredients

benzyl alcohol, carmine, carnauba 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, triethyl citrate

o) com

DElayel

Questions or comments?

0ooo00000 I

1-800-719-9260

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

o 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

| Eat slowly and avoid big meals

m If overweight, lose weight  m Quit smoking

Releasellahletsw20

SWALLOW - DO NOT GHEW

| 14 Tablets

Wildberry Mint  ne 14-day course of treatment
Flavor 1BOTTLE INSIDE

N
\V

00000700000 o

" GODE AREA

EXP.
t401DS FA Ch

Drug Facts

Active ingredient (in each tablel) Purpose

Omeprazole 20 Mg.................. Acid reducer

Use

W 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 heartburn 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

M nausea orvomiting M stomach pain

Ask a doctor or pharmacist before use if

you are taking  m warfarin, clopidogrel or

cilostazol (blood-thinning medicines) »
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TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique
TITLE (continued): 7 pt Helvetica Neue 77 Bold Condensed Oblique
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(continued) 7 pt ica Neue 57 d
HEADINGS: 7 pt Helvetica Neue 77 Bold Condensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed

LEADING: 6.0 and 6.5 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

BULLETS: 5 pt Square with 2 M'S
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

Final Printed Labeling

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets
Il 1 1l
\ L
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  m Quit smoking
L
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Omeprazole Delayed
Release Tablets 20mg

FDA Approved

Safety Feature - Do not
printed tablet

u
blister unit is open or tom

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole Delayed

sellablets

Acid Reducer

SWALLOW - DO NOT CHEW

Coated with

Wildberry Mint Flavor

14 Tablets

One 14-day course of treatment
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Reference ID: 4174190

MODIFIED FORMAT

TYPE SIZES:

(continued) 7 pt

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

TEXT: 6 pt Neue 57

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
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

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

Final Printed Labeling

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

Drug Facts (continued)

m prescription antifungal or anti-yeast medicines

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

| i ormy mofetil (i system medicines)
m prescription antiretrovirals (medicines for HIV infection)

m methotrexate (arthritis medicine)

Stop use and ask a doctor if

m your heartburn continues or worsens

| 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 getdiarrhea  m you develop a rash or joint pain

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)

—

seal under ca|
Made in Israel
Manufactured by:

Dexcel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel

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

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

Sl

Reference ID: 4174190

Directions
' 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.
14-Day (if needed)
W 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 | 2

Inactive ingredients

benzyl alcohol, carmine, carnauba 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, triethyl citrate

Questions or comments?
1-800-719-9260

000000000 !

Tips for Managing Heartburn

m Do notlie 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

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

o Eat slowly and avoid big meals

m If overweight, lose weight  m Quit smoking

FDA Approved

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

OmenrazolelDelayed

Releaselahletsw2lny

SWALLOW - DO NOT CHEW

‘ 14 Tablets

Wildberry Mint  0ne 14-gay course of treatment
Flavor 1 BOTTLE INSIDE

j.com

Drug Facts

Active ingredient (in each tablet) Purpose

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

Use

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

o 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 heartburn with lightheadedness,
sweating or dizziness

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

o frequent chest pain

m frequent wheezing, particularly with heartbumn

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)  p»

00000"00000™ o
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TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique
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HEADINGS: 7 pt Helvetica Neue 77 Bold Condensed Oblique
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LEADING: 6.0 and 6.5 pt
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Reference ID: 4174190

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

Final Printed Labeling

Omeprazole Delayed 3':”.;;;
printed tal

Release Tablets 20mg blste untis

open or torn.

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 alcohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals

m Do not eat before bedtime verweight, lose weight

m Raise the head of your bed uit smoking

NDG 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Acid Reducer

SWALLOW - DO NOT CHEW

Coated with 28 Tablets

Wildberry Mint Flavor Two 14-day courses of treatment

U%P

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
28 Tablets
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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 Gondensed Oblique
(continued) 8 pt Helvetica Neue 57 Condensed

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

TEXT: 6 pt Helvetica Neue 57 Condensed

LEADING: 6.5 and 6.7 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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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Final Printed Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

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

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

F@@mg

Ac:d Reducer
SWALLOW - DO NOT CHEW

28 Tablets

Two 14-day courses of treatment
2 BOTTLES INSIDE

Drug Facts

Active ingredient Purpose
(in each tablet)

Omeprazole 20 Mg.........co..... 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 hefore use if you have

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

m heartburn 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

W unexplained weight loss

W nausea or vomiting  m stomach pain P>

0 “ “00000“00000““ 0

LODE AREA

000000000 28 Tablets (Bottle Carton)
L |
Tips for Managing Heartburn
m Do not lie flat or bend over
V4 AN 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
i % NDC 0000-000-00
Drug Facts (continued) Drug Facts (continued)
Ask a doctor or pharmacist before use if you are taking inf =
m warfarin, clopidogrel or cilostazol (blood-thinning medicines) Other ini prmatlan _
m prescription antifungal or anti-yeast medicines m read the directions and warnings
m diazepam (anxiety medicine) ~ m digoxin (heart medicine) before use o
m tacrolimus or mycophenolate mofetil (immune system medicines) m keep the carton. It contains important
m prescription antiretrovirals (medicines for HIV infection) information. . .
m methotrexate (arthritis medicine) L] ?tore at _20{25 C (68-77°F) and protect
Stop use and ask a doctor if  m your heartburn continues or worsens 1om moisure
m you need to take this product for more than 14 days Inactive ingrgdients
H you need to take more than 1 course of treatment every 4 months benzyl alcohol, carmine, carnauba wax,
W you get diarrhea m you develop a rash or joint pain 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,
- - y glycol 3350, sodium lauryl
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
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
m swallow 1 tablet with a glass of water before eating in the morning 1-800-719-9260
m take every day for 14 days T—
m do not take more than 1 tablet a day Safety Feature - Do not use if printed
m do not use for more than 14 days unless directed by your doctor seal under cap is broken or missing.
m swallow whole. Do not chew, crush, or suck tablets. Made in Israel
R d 14-Day (if needed) )
u you may repeat a 14-day course every 4 months Manufactured by: .
u 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, 2069200, Israel
 children under 18 years of age: ask a doctor. Heartburn in children may sometimes be caused Coated with
by a serious condition. Wildberry Mint Flavor
LOT NO.
EXP.
: 401Dk FA C4
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
28 Tablets
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Omeprazole Delayed
Release Tablets 20mg

after eating

00000

00000

| Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

FDA Approved

Safety Feature -
Do not use if
printed tablet
biister unitis
open or tom.

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

Acid Reducer

SWALLOW - DO NOT CHEW

Coated with

Wildberry Mint Flavor

28 Tablets

Two 14-day courses of treatment

Ud}

000000000

¥ / 000000000 '\_\

Reference ID: 4174190

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 Gondensed Oblique
Neue 57

TEXT: 6 pt Neue 57

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

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

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

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

W [f overweight, lose weight

m Quit smoking

FDA Approved

Acid Reducer
SWALLOW - DO NOT CHEW

28 Tablets

Two 14-day courses of treatment
2 BOTTLES INSIDE

0 “ “00000“00000““ 0

LODE AREA

Drug Facts

Active ingredient
(in each tablet)

Omeprazole 20 mg

Use

o 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 heartburn 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 P>

Purpose

cid reducer

000000000 28 Tablets (Bottle Carton)
. L |
Tips for Managing Heartburn
m Do not lie flat or bend over
2 N\ 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
=I/
f’k ”de atcts (C:m'”“.e:jz — Drug Facts (continued)
sk a doctor or pharmacist before use if you are taking = 3
m warfarin, clopidogrel or cilostazol (blood-thinning medicines) Other ”'f_af matm" .
m prescription antifungal or anti-yeast medicines m read the directions and warnings
m diazepam (anxiety medicine) ~ m digoxin (heart medicine) before use o
m tacrolimus or mycophenolate mofetil (immune system medicines) m keep the carton. It contains important
m prescription antiretrovirals (medicines for HIV infection) information. . .
m methotrexate (arthritis medicine) L fstore at 2391-25 C (68-77°F) and protect
Stop use and ask a doctor if m your heartburn continues or worsens 10m mojstiire
m you need to take this product for more than 14 days Inactive ingredients
W you need to take more than 1 course of treatment every 4 months benzyl alcohol, carmine, carnauba wax,
| you get diarrhea m you develop a rash or joint pain FD&C blue #2/indigo carmine aluminum lake,
If pregnant or breast-feeding, ask a health professional before use. ﬂavo_r, 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,
- - pol glycol 3350, sodium lauryl
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
W 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
m swallow 1 tablet with a glass of water before eating in the morning 1-800-719-9260
m take every day for 14 days —_—
u do not tali/e m¥)re than 1 )tlablet aday Safety Feature '. Do not use if |_)r||_1ted |
m do not use for more than 14 days unless directed by your doctor seal under cap is broken or missing.
m swallow whole. Do not ch.ew, crush, or suck tablets. Made in Israel
14-Day C (if needed) )
W 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 Dexcel PharmaTechnologies Lid.
a doctor 10 Hakidma Street, Yokneam, 2069200, Israel
] children_ under 18 years of age: ask a doctor. Heartburn in children may sometimes be caused > Coated with
\ by a serious condition. Wildberry Mint Flavor
_ o
3
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Reference ID: 4174190

TEXT: 6 pt Helvetica Neue 57 Cond
LEADING: 6.5 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 Gond Oblique
(continued) 8 pt Helvetica Neue 57 Gond

HEADINGS: 8 pt Helvetica Neue 77 Bold Cond Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Cond
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TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond
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28 Tablets
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‘ | Release Tablets 20 mg blister unitis
00 after eating

printed tablet

open or torn.

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,

m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables

around the stomach W Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
W Raise the head of your bed u Quit smoking

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Acid Reducer

SWALLOW - DO NOT CHEW

Coated with

Wildberry Mint Flavor

28 Tablets

Two 14-day courses of treatment
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Reference ID: 4174190

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 ica Neue 57

TEXT: 6 pt ica Neue 57

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

LEADING: 6.5 and 6.7 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

BULLETS: 5 pt Square with 2 M'S
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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Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

28 Tablets (Bottle Carton)
L |

V4 AN

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

m Do not wear tight-fitting clothing

m Do not eat‘be ore bedt|me
M Raise the head of your bed

Drug Facts (continued)

Drug Facts (continued)

Ask a doctor or pharmacist hefore use if you are taking

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

W prescription antifungal or anti-yeast medicines

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

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

| 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

Stop use and ask a doctor if  ® 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 m you develop a rash or joint pain

Inactive ingredients
benzyl alcohol, carmine, carnauba wax,
FD&C blue #2/indigo carmine aluminum lake,

If pregnant or breast-feeding, ask a health professional before use.

right away. (1-800-222-1222)

Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control Center

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
14-Day Course of Treatment
o swallow 1 tablet with a glass of water before eating in the morning
o take every day for 14 days
m do not take more than 1 tablet a day
o 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
u do not take for more than 14 days or more often than every 4 months unless directed
adoctor
m children under 18 years of age: ask a doctor. Heartburn in children may sometimes be caused
by a serious condition.

p glycol 3350, sodium lauryl
sulfate, sodium starch glycolate, sodium

stearate, sodium stearyl fumarate, sucralose,
talc, titanium dioxide, triacetin, triethyl citrate

Questions or comments?
1-800-719-9260

hours

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

Made in Israel

Manufactured by:

by Dexrel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel
Coated with

> Wildberry Mint Flavor

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

o 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

p
F 2@

Acld Reducer
SWALLOW - DO NOT CHEW

28 Tablets

Two 14-day courses of treatment

Drug Facts

Active ingredient
(in each tablet)

Omeprazole 20 Mg..........cc...... Acid reducer

Purpose

Use

W 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 heartburn 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 p>

2 BOTTLES INSIDE
00"00000
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Reference ID: 4174190

LODE AREA

000
LOT NO.
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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 Gond Oblique
(continued) 8 pt Helvetica Neue 57 Gond

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
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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

Final Printed Labeling

Omeprazole Delayed Doratusell

printed tablet

Release Tablets 20mg blster s

open or torn.

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,

after eating
000 0 m Do not wear tight-fitting clothing alcohol and certain fruits
around the stomach m Eat slowly and avoid
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed = Quit smoking

Bonus PaCK ! 14 Free NDC 00000-000-00

Acid Reducer

SWALLOW - DO NOT CHEW

Coated with

Wildberry Mint Flavor

28 14 Tablets

Two 0n€ 14-day courses of treatment

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
28 Tablets
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Reference ID: 4174190
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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 Helvetica Neue 57 Condensed

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

TEXT: 6 pt ica 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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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Final Printed Labeling

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
000000000 . 28 Tablets (Blottle Carton)
Tips for Managing Heartburn
N 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
round the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m [f overweight, lose weight
W Raise the head of your bed m Quit smoking
Do Facts lEontioueil Drug Facts (continued) Bonus Pack! 14 Free
Ask a doctor or pharmacist hefore use if you are taking inf T
m warfarin, clopidogrel or cilostazol (blood-thinning medicines) Other in _armanan _
m prescription antifungal or anti-yeast medicines m read the directions and warnings
m diazepam (anxiety medicine)  m digoxin (heart medicine) before use o
m tacrolimus or mycophenolate mofetil (immune system medicines) m keep the carton. It contains important
m prescription antiretrovirals (medicines for HIV infection) information. . .
m methotrexate (arthritis medicine) L] ?wle at ??-25 C (68-77°F) and protect
Stop use and ask a doctor if  ® your heartburn continues or worsens fom moisture
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, carnauba wax,
W you get diarrhea m you develop a rash or joint pain FD&C blue #2/indigo carmine aluminum lake,
If pregnant or breast-feeding, ask a health professional before use. flavoy, hypromellose, hypromellose acetate . \ :
Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control Center Sum‘I][laéE, lactﬁse mUnOP‘vdrélﬂe, menthol, )
right away. (1-800-222-1222) modified starch, monoethanolamine, I i
m— polyethylene glycol 3350, sodium lauryl Treats Frequent Heartburn! ' d
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 prodEct is to bg use}d Ofnc”e e% day (every 24 hlourS), evervldav folr 1f 4 fdays oot talc, titanium dioxide, friacetin, triethyl citrate
m it may take 1 to 4 days for full effect; some people get complete relief of symptoms within 24 hours = @ ) pan I m IV 4 d
14-Day Course of Treatment Questions or comments? m ep r aZlm e e_. aye
m swallow 1 tablet with a glass of water before eating in the morning 1-800-719-9260
m tak day for 14 d oY ) TC
Sy e | Releasellablets¥20ima]
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 Israel Cl\ eaucer
Repeated 14-Day Courses (if needed) ) SWALLOW - DO NOT CHEW
W 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 Ltd. 28 1'4 Tab I etS
a doctor 10 Hakidma Street, Yokneam, 2069200, Israel
 children under 18 years of age: ask a doctor. Heartburn in children may sometimes be caused > Coated with Two 0r6 14- day courses of treatment
by a serious condition. Wildberry Mint Flavor 2 ABOTTLES INSIDE

i
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0 “ “00000“00000““ o

Dr ug 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
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 heartburn 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 p>

> CODE AREA
EXP.
: 401Dk FA CH-D
: I
STANDARD FORMAT
TYPE SIZES:

Reference ID: 4174190

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

LEADING: 6.5 pt

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

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt

4-27-17



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

Final Printed Labeling

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
28 Tablets
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Omeprazole Delayed
Release Tablets 20mg

Safety Feature -
Do notuseif
printed tablet
blister unitis
open or torn.

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!

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

14 Free

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Acid Reducer

SWALLOW - DO NOT CHEW

Coated with

Wildberry Mint Flavor

28 14 Tablets

Two 0n€ 14-day courses of treatment

U%&
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Reference ID: 4174190

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

TEXT: 6 pt Neue 57

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

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

Final Printed Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
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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
' Raise the head of your bed

Drug Facts (continued)

Ask a doctor or pharmacist hefore use if you are taking

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

B 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)

| methotrexate (arthritis medicine)

Stop use and ask a doctor if  ® 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 m you develop a rash or joint pain

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 warnings
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

benzyl alcohol, carmine, carnauba 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 Gourse of Treatment
m swallow 1 tablet with a glass of water before eating in the morning
 take every day for 14 days
m do not take more than 1 tablet a day
' 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)
W you may repeat a 14-day course every 4 months
u 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

Reference ID: 4174190

polyethy glycol 3350, sodium lauryl
sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
talc, titanium dioxide, triacetin, triethyl 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:

Dexcel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel
Coated with

Wildberry Mint Flavor

Omeprazolexelayed,
Releaselabletsy20my,

SWALLOW - DO NOT CHEW

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

W Eat slowly and avoid big meals

m If overweight, lose weight

| Quit smoking

Bonus! 14 Free

28 14 Tablets

Two .On€ 14-day courses of treatment
2 A/BOTTLES INSIDE

Drug Facts

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

Use

W 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 heartburn with lightheadedness,
sweating or dizziness

W 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 P>

0 “ “00000“00000““ 0

GODE AREA

LOT NO.
EXP.
: 401Dk FA CY-E
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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

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

TEXT: 6 pt Neue 57

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

4-27-17



This label may not be the latest approved by FDA.
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Treats Frequent Heartburn!
Occurring 2 Or More Days a Week
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42 Tablets
Coated with
Wildberry Mint Flavor Three 14-day courses of freatment
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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 ica Neue 57
HEADINGS: 8 pt Helvetica Neue 77 Bold Condensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Gondensed
TEXT: 6 pt ica Neue 57
LEADING: 6.5 and 6.7 pt
BULLETS: 5 pt Square with 2 M'S
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt 4-20-17
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

42 Tablets (Bottle Carton)
I

000000000
Z
Drug Facts Drug Facts (continued)
Active ingredient (in each tablet) Purpose | stop use and ask a doctor if W your heartburn continues or worsens

Omeprazole 20 mg Acid reducer

Use mitreats 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

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
W you get diarrhea m you develop a rash or joint pain

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 heartburn with lightt i

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

W 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)

W prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

m tacrolimus or mycophenolate mofetil (immune system medicines)

W prescription antiretrovirals (medicines for HIV infection)

m methotrexate (arthritis medicine) »

If pregnant or breast-feeding, ask a health prc 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 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.
R 114-Day (if needed
W 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
o children under 18 years of age: ask a doctor. Heartburn in children
may sometimes be caused by a serious condition.

Drug Facts (continued) DC 0000-0

Inactive ingredients

benzyl alcohol, carmine, carnauba 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, triethyl citrate

Questions or comments?
1-800-719-9260

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 | 2

4174190

Made in Israel

Manufactured by:
Dexcel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel

Coated with

DIE CUT
WINDOW & WINDOW B WINDOW

Wildberry Mint Flavor

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

DIE CUT DIE CUT

REIRASENAhIELS @@my

SWALLOW - DO NOT CHEW

42 Tablets

Three 14-day courses of treatment
3 BOTTLES INSIDE

¢
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LOT NO.

EXP.
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GODE AREA

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 ica Neue 57

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

TEXT: 6 pt Helvetica Neue 57 Condensed

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

Acid reducer

Omeprazole 20 mg

Use wmtreats 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

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 m you develop a rash or joint pain

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 heartburn with li i

W chest pain or shoulder pain with shortness of hreath sweating;
pain spreading to arms, 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

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)
W 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 o 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)
W 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.

benzyl alcohol, carmine, carnauba 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, triethyl citrate

Questions or comments?
1-800-719-9260

Made in Israel
Manufactured by:

Dexrel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel

FDA Approved
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Drug Facts Drug Facts (continued) Drug Facts (continued) E
Active ingredient (in each tablef) Purpose | Stop use and ask a doctor if m your heartburn continues or worsers Inaciive ingredients R
Omeprazole 20 mg. Acid reducer | M you need to take this product for more than 14 days benzyl alcohol, carmine, carnauba wax,
m you need to take more than 1 course of treatment every 4 months FD&C blue #2/indiqo-carfnine aluminum lake.
Use mtreats frequent heartburn (occurs 2 or mare days a week) u you get diarrhea m you develop a rash or joint pain fiavor. hypromell oge hypromellose acetate !
m not intended for immediate relief of heartburn; this drug may take n ) Y, Iyp VD
1 10 4 days for full effect If pregnant or breast-feeding, ask a health professional before use. succinate, lactose monohydrate, menthol, D ' E c U T
v Keep out of reach of children. In case of overdose, get medical help or modified starch, monoethanolamine,
wam,'"ys contact a Poison Control Center right away. (1-800-222-1222) polyethylene glycol 3350, sodium lauryl
Allergy alert: Do not use if you are allergic to omeprazole P sulfate, sodium starch glycolate, sodium W’ N D o w
L - : - 9 - ? — - Directions stearate, sodium stearyl fumarate, sucralose,
Do notuse if you have trouble or pain swallowing food, vomiting with m for adults 18 years of age and older tale, titanium dioxide, triacetin, triethyl citrate
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
condition. See your doctor. 14 days Ouestions or comments?
Ask a doctor before use if you have m it may take 1 to 4_days for full effect; some people get complete relief 1-800-719-9260
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 .
m heartburn with lightheaded Made in Israel

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

o frequent chest pain

m frequent wheezing, particularly with heartburn

m unexplained weight loss

W nausea or vomiting

o stomach pain

Ask a doctor or pharmacist before use if you are taking

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

W prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

m tacrolimus or mycophenolate mofetil (immune system medicines)

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 (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

Manufactured by:
Dexcel PharmaTechnologies Ltd.
10 Hakidma Street, Yokneam, 2069200, Israel
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Tips for Managing Heartburn
m Do not lie flat or bend over m Avoid heartburn-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 u If overweight, lose weight
m Raise the head of your bed m Quit smoking
S| =
Drug Facts Drug Facts (continued) Drug Facts (continued) Bonus Pack! 14 Free Treats Frequent Heartburn!
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if —m your heartbum coninues or worsens Inactive ingredients Occurring 2 Or More Days a Week
Omeprazole 20 mg Acid reducer | M you neeg {0 Ete this prt?]duc; for more fﬂ;anlm d?;ys £ monih benzyl alcohol, carmine, carnauba wax, Safety Feature -
m you need to take more than 1 course of treatment every 4 months i i o i ori
Use mireats frequent heartburn (ocours 2 ar mara days a week) 1 you got diarthea ' you develop a rash or oint pain FD&C blue #2/indigo carmine aluminum lake, Do not use if printed
m not intended for immediate relief of heartburn; this drug may take - flavor, hypromellose, hypromellose acetate seal under cap is
1 to 4 days for full effect ! If pregnant or breast-feeding, ask a health professional before use. succinate, lactose monohydrate, menthol, broken or missing.
ys Keep out of reach of children. In case of overdose, get medical help or modified starch, monoethanolamine,
Warnings contact a Poison Control Center right away. (1-800-222-1222) polyethyleng glycol 3350, sodium Iaqryl
Allergy alert: Do not use if you are allergic to omeprazole Directi sulfate, sodium starch glycolate, sodium
5 - - — - irections stearate, sodium stearyl fumarate, sucralose,
Do not use if you have trouble or pain swallowmg food, vomiting with m for adults 18 years of age and older talc, titanium dioxide, triacetin, triethyl citrate
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
condition. See your doctor. 14 days Questions or comments?
Ask a doctor hefore use if you have it may take 1 to 4 days for full effect; some people get complete relief 1-800-719-9260
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 . -
m heartburn with i jzzi m swallow 1 tablet with a glass of water before eating in the morning Made in Israel
W chest pain or shoulder pain with shortness of breath sweating; m take every day for 14 days Manufactured by:
pain spreading to arms, neck or shoulders; or I|ghtheadedness m do not take more than 1 tablet a day Dexcel PharmaTechnologies Lid.
m frequent chest pain u do not use for more than 14 days unless directed by your doctor 10 Hakidma Street, Yokneam. 2069200 Israel
m frequent wheezing, particularly with heartburn m swallow whole. Do not chew, crush, or suck tablets. ' ’ ' R e I e a Se a b I et
m unexplained weight loss Repeated 14-Day Courses (if needed) L7 AT W
W nausea or vomiting W you may repeat a 14-day course every 4 months
m stomach pain o 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 ACI d R (7] dU cer
m warfarin, clopidogrel or cilostazol (blood-thinning medicines) m children under 18 years of age: ask a doctor. Heartburn in children
W prescription antifungal or anti-yeast medicines may sometimes be caused by a serious condition. = T bl
m diazepam (anxiety medicine) - - SWALLOW - DO NOT CHEW 42 a etS
m digoxin (heart medicine) Other information .
m tacrolimus or mycophenolate mofetil immune system medicines) m read the directions and warnings before use i
W prescription antiretrovirals (medicines for HIV infection) m keep the carton. It contains important information. Coated with . Three Tw© 14-day courses of treatment
\ m methotrexate (arthritis medicine) » | m store at 20-25°C (68-77°F) and protect from moisture > Wildberry Mint Flavor 3 ZBOTTLES INSIDE
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Drug Facts Drug Facts (continued)
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if  m your heartburn continues or worsens

Omeprazole 20 mg. Acid reducer

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

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 m you develop a rash or joint pain

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 hefore use if you have

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

m heartburn with lighth i

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

m frequent chest pain

o 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)

W prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

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

m methotrexate (arthritis medicine) | 2

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 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)
W you may repeat a 14-day course every 4 months
o 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, carnauba 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,
tal, 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. It contains important information.

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

Made in Israel

Manufactured by:
Dexcel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel

Coated with

Bonus! 14 Free

DIE CUT
WINDOW & WINDOW i WINDOW

Wildberry Mint Flavor

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

DIE CUT DIE CUT

ehlablets Q@zmg

Acid Reducer
SWALLOW - DO NOT CHEW

42 28 Tablets

Three Jwo 14-day courses of treatment
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Do not use if printed
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TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Neue 57 |

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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This label may not be the latest approved by FDA.
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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 Inactive ingredients
Omeprazole 20 mg Acid reducer || M you neeg to tallze this pr(r)]duct for morefthan 14 days : benzyl alcohol, carmine, carnauba wax
m you need to take more than 1 course of treatment every 4 months i s e
Use ~ mireats frequent heartbum (occurs 2 or more days a week) m you get diarthea 'm you develop a rash o joint pain ;2‘%2 l:]l;grﬁfn/g\lfolgg cr?yrg’rlm ;Ill;rsrgn:cngt:gte,
u QTo'itZ';dE%??JTenffegc'?e relief of heartbum; this drug may take If pregnant or breast-feeding, ask a health professional before use. succinate, lactose monohydrate, menthol, D ’ E c u T
Yy Keep out of reach of children. In case of overdose, get medical help or modified starch, monoethanolamine,

Wamings contact a Poison Control Center right away. (1-800-222-1222) polyethylene glycol 3350, sodium lauryl
Allergy alert: Do not use if you are allergic to omeprazole : : sulfate, sodium starch glycolate, sodium

v - ¥ - g - ! S— Directions stearate, sodium stearyl fumarate, sucralose,
Do not use if you have trouble or pain swaIIown]g food, vomiting with m for adults 18 years of age and older talc, titanium dioxide, triacetin, triethyl citrate
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
condition. See your doctor. 14 days Questions or comments?
Ask a doctor before use if you have m it may take 1 to 4 days for full effect; some people get complete relief 1-800-719-9260
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 .

m heartburn with lightheaded i i m swallow 1 tablet with a glass of water before eating in the morning Made in Israel
m chest pain or shoulder pain with shortness of breath sweating; m take every day for 14 days Manufactured by:

/

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)
W prescription antiretrovirals (medicines for HIV infection)

| 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)
W you may repeat a 14-day course every 4 months
u 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
o keep the carton. It contains important information.

Dexcel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel

Coated with

Wildberry Mint Flavor

28 + 14 FREE

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week
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42 Tablets

Three 14-day courses of treatment
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Safety Feature -
Do not use if printed
seal under cap is
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m methotrexate (arthritis medicine) p | mstore at 20-25°C (68-77°F) and protect from moisture »
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This label may not be the latest approved by FDA.
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* Heartburn Occurri 'g 2 Or More Days a Week
A .d R d
Coated with |2 lab l etS
Wildb Mint Fi
i
a1 r
A J r

STANDARD FORMAT

TYPE SIZES:

TITLE: 10 pt Helvatica Noue 77 Bokl Condensed Oblijue

TITLE icontinued): 8 pt Helvetica Newe 77 Bokl Condensed Oblijue
iontinued) 8 pt Helvetica Neue 57 Condensad

HEADINGS: 8 pt Helvetica Neue 77 Boki Condensad Oblijue

SUBHEADINGS: 6 pt Holvetica Noue 77 Bold Condensed PR’NT at 65% for

TEXT: 6 pt Helvatica Neue 57 Condensed

Iéf.IALEIE':': :.:tp;quara with 2 M'S spacing between statemenis 1 1 -in Ch x 1 7-'." Ch

TELEPHONE #:6 pt Helvetica Neus 77 Bold Condonsad

Reference ID: 4174190 o size paper

HAIRLINES: 0.5 pt

4-27-17




|

J'/

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

Final Printed Labeling

NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

L

42 Tablets (Bottle Garton)
1

g00000000
C S
Drug Facts Drug Facts (continued)
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if W your heartbumn continues or worsens

Acid reducer

Omeprazole 20 mg

Use mtreats 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

m you need to take this product for more than 14 days
| you need to take more than 1 course of treatment every 4 months
m you get diarrhea m you develop a rash or joint pain

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 heartburn with li i

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

M 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)

I tacrollmus or myoophenolaie mofetll (immune system medicines)
di 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
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. Heartburn in children
may sometimes be caused by a serious condition.

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

Drug Facts (continued)

Inactive ingredients

benzyl alcohol, carmine, carnauba 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, triethyl citrate

Questions or comments?
1-800-719-9260

Made in Israel

Manufactured by:
Dexxel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel

Y7

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

3 P A c K Three 14-day courses of treatment

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 0000-000-00
Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

F 2@@@

Coated with

Acid Reducer

SWALLOW - DO NOT CHEW

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.

0 ‘| “OOO[]OHOOO(JO“H 0

GODE AREA

I methotrexate (arthritis medicine) P | m store at 20-25°C (68-77°F) and protect from moisture » Wildberry Mint Flavor
b [
\ / LOT NO.
EXP.
S 40LD? FA CH-A
r I
000000000
STANDARD FORMAT
TYPE SIZES:

Reference ID: 4174190

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

(continued) 8 pt Neue 57

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

TEXT: 6 pt Neue 57

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

Final Printed Labeling

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets
— | || I—
-
0926-61L-008- |  SIUSLLLLIOD 10 SUOHSaNY
e} |AU3aLl) ‘UNSOELI ‘9pIXOIp WNJUBY) ‘0[e} ‘8S0[eIoNS ‘Bjeleuiny [A1ea)s WNIPOS ‘SjeIeals WNIPos ‘oje|oof|B yole)s
winipos ‘ajeyins ANk Wnipos ‘0geg 109416 suajAulaA|od ‘suILLIBIOUBLI0UOW ‘YOIR)S PALJIPOLL ‘[OLjUSLL ‘BJeIpALoLIOL 8S0}I.| ‘OJeUIdoNS
aJejaoe aso||awoldAy ‘asojjawoldAy ‘Joar)) ‘9xe| wnujwne aujwies obIpulZ# anjq 9R(4 ‘Xem eqneules ‘aujuLies ‘joyodle |izuaqg
Ssjuaipaibur anpaeu|
(panunuog) spae4 bnig
|
A almsiow woy Jo8j01d pue (4,//-89) 0052-02 1 2101 W < (ouoIpaW SILLLIE) Blexa0UIeL M
Uo[peWHOjUI JUELIOAUI SUIEJUOD ) “UOLIED 3L oS M (uonoajul AIH o} saulolpalu) sfesioljaiUe Uonduosaid m
85N 810Jaq SOUILIRM PUB SUONDBIP 3] Peal B | (souoipaw WwejsAs aunLLLL) [eJoL apejouaydoofi 10 snuwiljoIoe) m
uoneutiojur 18410 (ouroIpaw Jeay) uxobip m
“UOI}IPUOI SNOLIBS B AQ PASNEI 8¢ SaNBWIOS ABW UBIP|IYD " (SU!O!leéJ Apixue) m[;edaze!s -
Ul uINgueaH "10190p B sk :abe Jo s1eak g| Japun uaipjiyo m SauIginalll J5eed-ite 1o [EAUNJILE LORdL9saIC |
(sauraipaw Buluuyl-poolq) [0zeiso|1d Jo [aihopido ‘ulepem m
10}90p € £q pajosuIp SS|uN sypuoW p A1ans Bupye) a1e noA J1 asn alojaq 1sioeuiieyd Jo Jojaop e ysy
Uet U2}J0 alow Jo sKep | Uetp sow Io} &) Jou op M T
m Q SyuoW ¢ A19A 9s1n0d Aep-1 | B Jeadal Aew nof m ured yoewols m &
) 5 (papaau J) sasinog Aeq-v| pajeadey ﬁlé!I!UJOA 1o EZSnBU u =
. ¢ ¢ . $50] Jyblam paurejdxaun m @
— 5191 .) YONS J0 ‘YSII ‘May2 Jou o "3joyMm Mojjems B ' =
1) % 10390p Inok A pajoalIp ssajun shep | UL alolul 1o} 8sn Jou op | Uinc et s AIJEIHD!UEdle:i!ZISSil:IA;\ Egﬂggﬁ : s q
QO Aep B3|} | UBY) 210W 8)E} Jou Op M . u
% = SKBp 11 10} Aep AIoAd oxe} m ssaupapeaylybl 10 :S1ep|noys 1o yoeu ‘suLie o} bulpeaids ured N
‘Buryeams ‘ealq Jo ssaupioys yum ured Japnoys 1o ured 1sayo m T
Buiutow ayy -3
b | N Ul Buiyea 210jaq Ja[em Jo sse|f & YJM 1a(qe] | MOJ[eMs m |zz|p 40 buy POpESHIYAI] LA UINGLIE| I g -} q
& a Juauneay) Jo asinog Aeg-v1 UORIPUO SNOLIaS g
E D S0y vz Ui swopdwis 10 joier aloul & Jo ubjs B aq ABW SIY| "SYIUOW € 19A0 LINGLIE3Y pey m E 14 H
el ! [= X3
(17) b a1o|dwoo 186 ajdoad swos f9aYe ||n) 1o} sAep 7 01 | axel Aew }I W aney oA J1 esn a40joq J0jaop € sy =R =
a' sfep 1 10} '10J00p INOA 885 "UORIPUOD SNOLIBS Q=
Q Kep Alans ‘(sinoy vz A1ens) Aep & 8ouo pasn aq o} si 1onpoid siu m ® Jo subys aq Aeww asal ] "s|00}s ¥2e|q 10 APoojq 10 ‘poojq Yum g § =
N m l1ap|o pue abe Jo sieak g| synpe 1o} M Bumiwion ‘pooy Buimolems ured 1o ajqnoJ} aAey NoA I asn jou oq o § u
Q 'Fb suopaslg ajozeldawo o} 21618|[e 816 NoA JI 8sh Jou o( Ja]e ABa|y o 'Ei' g
3 Q. (€22 1-222-008- 1) Keme bl J8U8) [0.1U0D UOSIOd B 198109 JO sBuniem § g =
‘. - = «©
Q djay [eatpaw 186 ‘8SOPISA0 JO 8SBI U] "URIPIY2 JO Yoeal ;g;:ua;i;:g 106113 (1N} 10} SKEp b 01 1 ey E T 'E
Jeuolssajoid Yy Eay © sk ‘Buipaaj-jsealq Jo Jueubasd j| Aew Bnip siLp ‘UINGLESY Jo JoIjo. jeIpaLLII 10} papuajl Jou m £ S ]
(9am & sAep aJow 1o Z $1n990) uInguesy Jusnbaly syesn m EB S w
ured Juiof 10 ysel e dojaaap noA M eauLIelp 196 noA m asf =02 .
SUIIOUI 7 A19A8 JUSLLITLSI} JO 9SIN0D | LR} 210U 83fE} 0} pasu nok m ]
e iU o gt s 15w 14 1 e g coious z
i mo—; oo Sﬁe . do‘; asodind (19/qe] yora wy) Jusipaibui ARy o
! =
{panuRUOD) Spoeq Brug sjoe4 brug g
|
Jmeprazoie Uelayea
[
NEASE 1aii6 ’ (0
00000"00000"" o
P 0 d ( )
Safety Feature - D S i
Do not use if o1 eatifio 5 5 acola
printed tablet D ea e a
blister unit is a e
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NDC 00000-000-00
Tr’pl e P a Gk Three 14-day courses of treatment
Sl Treats Frequent Heartburn!
Occurring 2 Or More Days a Week
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42 Tablets
Coated with
Wildberry Mint Flavor Three 14-day courses of treatment
-1 X 7
'III -
STANDARD FORMAT
TYPE SIZES:

Reference ID: 4174190

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

LEADING: 6.5 and 6.7 pt
BULLETS: 5 pt Square with 2 M'S
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt
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Final Printed Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

000000000 42 Tahlets (Bottle Carton)
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/ Drug Facts Drug Facts (continued) Drug Facts (continued)
Active ingredient (in each tablef) Purpose | Stop use and ask a doctor if m your heartburn continues or worsens Inactive ingredients
Omeprazole 20 mg Acid reducer | M you need to take this product for more than 14 days

Use mtreats frequent heartburn (occurs 2 or more days a week)
o 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 heartburn with li i i

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

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)

W prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

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

m you need to take more than 1 course of freatment every 4 months
m you get diarrhea m you develop a rash or joint pain

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
W 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
o 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.

benzyl alcohol, carmine, carnauba 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, triethyl citrate

DIE CUT

Questions or comments?
1-800-719-9260

Made in Israel

Manufactured by:
Dexcel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel

Coated with

Triple PacK ruree 14-day courses of treatment

Treats Frequent Heartburn!

Occurring 2 Or More Days a Week

DIE CUT

DIE CUT

WINDOW i WINDOW B WINDOW

F @@m

SWALLOW - DO NOT CHEW

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.

0 ““00000“00000““ 0

CODE AREA

\ m methotrexate (arthritis medicine) P | m store at 20-25°C (68-77°F) and protect from moisture » Wildberry Mint Flavor
L ) [
\ / LOT NO.
EXP.
2 401D? FA C4-6
1 r (I
000000000 T
STANDARD FORMAT
TYPE SIZES:

Reference ID: 4174190

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Neue 57 Condi

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

Final Printed Labeling
HNDA 22032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets (Club Slze)
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
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Drug Facts Drug Facts (continued)
Active ingr edient (in each tablet) Purpase Stop use and ask a doctor if  m your heartburn continues or worsens

i

Omeprazole 20 mg Acid reducer

Use  mtreats 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

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 m you develop a rash or joint pain

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 heartburn 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

M 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)

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 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)
W 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.

Drug Facts (continued)

Inactive ingredients

benzyl alcohol, carmine, carnauba 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, triethyl citrate

Questions or comments?
1-800-719-9260

Made in Israel

Manufactured by:
Dexcel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel

Coated with

value Pack!
3-14 Tablet Bottleg

Wildberry Mint Flavor
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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,
alcohol and certain fruits and vegetables

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

o Quit smoking

NDC 0000-000-00
Treats Frequent Heartburn!

Occurring 2 Or More Days a Week
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Acid Reducer

SWALLOW - DO NOT CHEW

42 Tablets

Three 14-day courses of treatment
3 BOTTLES INSIDE
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LODE AREA

m methotrexate (arthritis medicine) p | mstore at 20-25°C (68-77°F) and protect from moisture »
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