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Omeprazole DR Tablets
20m:

Acid redgcer
Push tablet through foil.
Dexcel Pharma
Technologies Ltd.
10 Hakidma Street,
Yokneam 2069200, Israel

Omeprazole DR Tablets
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Acid reducer
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Omeprazole DR Tablets
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Acid redgcer
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Omeprazole DR Tablets
20mg
Acid reducer
Push tablet through foil.
Dexcel Pharma
Technologies Ltd.
10 Hakidma Street,
Yokneam 2069200, Israel

Swallow whole.
Do not chew or crush tablets.
One 14-day course
of treatment.

Do not take for more than
14 days or more often than
every 4 months unless directed
by a doctor.
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14Tablets

y One 14-day course of treatment

| Acid Reducer

Treats Frequent Heartbum!
Occurring 2 Or More Days a Week
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NDA 22-032

Safety Feature - Do not use if printed
seal under cap is broken or missing.
This fabel does not contain full
product information. See carton for
complete information. Read wamings
and directions on carton before
use. Retain carton for reference.

Final Printed Labeling
Omeprazole Delayed Release Tablets, 20 mg
14 Tablets (Bottle Label)

Drug Facts
Active ingredient  Purpose
%: each tablet)

meprazole 20 mg...... Acid reducer

Use mtreatsfrequent heartburn
{occurs 2or moredays a week)

W ot intended for immediate relief
of hearthurn; this drug may take
1104 days for full effect

Other information

W read the directions and warnings
beforeuse - mkeep the carton.

[t contains important information,
mstoreat 20-25°C (68-77°F) and
protect from moisture

Questions?1-800-719-9260
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Manufactured by:
Dexrel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel
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Treats Frequent Heartburn!

Occurring 2

or More Days a Week

Omeprazole

tielayed release 1ahlets 20 my

acid reducer

14 7ABLETS

One 14-day course of treatment
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Reference ID: 4174190

Tips for Managing Heartburn

m Do notlie flat or bend over after eating

| Do notwear tight-fitting clothing around the stomach
W Do not eat before bedtime

W Raise the head of your bed

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

B Eat slowly and avoid big meals

| If owerweight, [oze weaight

| Quit smoking

MODIFIED FORMAT

TYPE SIZES:

LEADING: 6.3 and 6.5 pt

HEAVY LINES: 15 pt
HAIRLINES: 0.5 pt

TITLE: 8 pt Helvetica Neue 77 Bokl Condensed Dhlique

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

HEADINGS: 7 pt Helvelica Meus 77 Bold Condensed Ohlique
SUBHEADINGS: 6 pt Helvetica Neus 77 Bold Condensed

TEXT: 6 pt Helvetica Neue 57 Condensad

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

m Do not lie flat or bend over after eating

m 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

o Quit smoking
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Omeprazole Delayed
Release Tablets 20mg

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

NDC 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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TITLE: 8 pt Helvetica Neue 77 Bold Gondensed Oblique
TITLE (continued): 7 pt Helvetica Neue 77 Bold CGondensed Oblique
tica Neue 57

LEADING: 6.3 and 6.5 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

HEADINGS: 7 pt Helvetica Neue 77 Bold Gondensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed
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4 Tablets (Bottle Carton)

T

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

or missing.

Drug Facts (continued)

m prescription antifungal or anti-yeast medicines

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

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

| your heartburn continues or worsens

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

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

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

DC 0000-000-0 Treats Frequent Heartburn!

Occurring 2 Or More Days a Week

Other information

o 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

DIE CUT
WINDOW

Inactive ingredients

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

||

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)
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 | 2

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

Dakyail

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
u Eat slowly and avoid big meals
o If overweight, lose weight  m Quit smoking

Releasellabletsw20ny

14 Tablets

One 14-day course of treatment
1 BOTTLE INSIDE

r

00000700000

""" GODE AREA

EXP.
91505 FA C11

Drug Facts

Active ingredient (in each tablet) Purpose

Omeprazole 20 MQ.................. Acid reducer

Use

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

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

Warnings
Allergy alert: Do not use if you are allergic
o 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 heartbum

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»
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4 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

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

NDC 00000-000-00

Acid Reducer

14 Tablets

One 14-day course of treatment
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Reference ID: 4174190

MODIFIED FORMAT

TYPE SIZES:

LEADING: 6.3 and 6.5 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

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 Gondensed

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

TEXT: 6 pt Helvetica Neue 57 Condensed

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

-\
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Final Printed Labeling
NDA 22-032

Omeprazole Delayed Release Tahlets, 20 mg
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Drug Facts (continued)

14 Tablets (Bottle Carton)

L

Drug Facts (continued)

m prescription antifungal or anti-yeast medicines

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

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

m methotrexate (arthritis medicine)

Stop use and ask a doctor if

m your heartburn continues or worsens

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

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

If pregnant or breast-feeding, ask a health professional hefore 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)

l

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
| 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 »

000000000 I

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

R

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

or missing.

FDA Approved

DIE CUT

WINDOW g

Questions or comments?
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 hefore 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
m [f overweight, lose weight ~ m Quit smoking

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

OmenliazolelDelayed
ReleaseNabletsR20ny

14 Tablets

One 14-day course of treatment
1 BOTTLE INSIDE

Ol

Drug Facts

Active ingredient (in each tablef) Purpose

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

Use

m treats frequent heartburn (occurs 2 or mare
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

o frequent chest pain

m frequent wheezing, particularly with heartburn

W 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)  pp»

r

0 "700000 00000‘ 0

" “ GODE AREA

EXP.

+ 91L5D5 FA C4-F

MODIFIED FORMAT

TEXT: 6 pt

TYPE SIZES:
TITLE: 8 pt Helvetica Neue 77 Bold Gondensed Oblique

TITLE (continued): 7 pt Helvetica Neue 77 Bold Condensed Oblique
(continued) 7 pt ica Neue 57
HEADINGS: 7 pt Helvetica Neue 77 Bold Condensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed

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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Final Printed Labeling

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg

28 Tablets
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Omeprazole Delayed ot e i

printed tablet

Release Tablets 20 mg blister unitis

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

after eating
00000700000 0 m Do not wear tight-fitting clothing
around the stomach
m Do not eat before bedtime
m Raise the head of your bed

open or torn.

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

m If overweight, lose weight

m Quit smoking

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

F Q@u

Acid Reducer

28 Tablets

Two 14-day courses of treatment

Uﬂ%

000000000

I I |

Reference ID: 4174190

T

STANDARD FORMAT

TYPE SIZES:

TEXT: 6 pt H ica Neue 57 G

LEADING: 6.5 and 6.7 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Gondensed 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 Gondensed

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

-
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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

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

o 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)
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.

Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
28 Tablets (Bottle Carton)

Tips for Managing Heartburn
u 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

Drug Facts (continued)

NDC 0000-000-00

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 Lid.
10 Hakidma Street, Yokneam, 2069200, Israel

000000000

Reference ID: 4174190

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

OmeprazolexDelayed,
Releasellablets§20/my,

28 Tablets

Two 14-day courses of treatment
2 BOTTLES INSIDE

&3

00000"00000

Drug Facts

Active ingredient  Purpose
(in each tablet)

Omeprazole 20 MQ.................. Acid reducer
Use

W freats frequent heartburn (occurs 2 ar

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>

TEXT: 6 pt H 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 Gondensed

o CODE AREA
EXP.
: 915Dk FA €11
'_ I —
|
STANDARD FORMAT
TYPE SIZES:

LEADING: 6.5 pt

TELEPHONE #: 6 pt Helvetica Neue 77
HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

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

Bold Condensed
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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

W Raise the head of your bed

FDA Approved

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

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

NDC 00000-000-00
Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Acid Reducer

28 Tablets

Two 14-day courses of treatment

Uﬁ}

000000000

Reference ID: 4174190

i

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.7 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

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 Gondensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed

TEXT: 6 pt Helvetica Neue 57 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
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 foo hocolate, caffeine,
alcohol and certain fruits and vegetables

W Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

\

Drug Facts (continued)

Ask a doctor or pharmacist before use if you are taking

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

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)

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

| you get diarrhea o 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
| 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 4 months unless directed by
a doctor

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

Drug Facts (continued)

Other information

m read the directions and warnings
before use

o keep the carton. It contains important
information.

o 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 Lid.
10 Hakidma Street, Yokneam, 2069200, Israel

FDA Approved

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Nelayed

Releaselabletsk20ny

28 Tablets

Drug Facts

Active ingredient
(in each tablet)

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

Purpose

Use

W treats 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

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>

\‘ by a serious condition. > Two 14-day COUI’Szeg OO'III'tLrEeSaItI\r};?I;E
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BULLETS: 5 pt Square with 2 M'S spacing between statements
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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

0000"00000 after eating

0 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

[ablets¥20my

Acid Reducer

28 Tablets

Two 14-day courses of treatment
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STANDARD FORMAT

TYPE SIZES:
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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 Neue 57

HEADINGS: 8 pt Helvetica Neue 77 Bold Gondensed Obligue
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 betv tat it
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt

Reference ID: 4174190
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Final Printed Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg

28 Tablets (Bottle Carton)

after eating

Drug Facts (continued)

Ask a doctor or pharmacist before use if you are taking

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

| prescription antifungal or anti-yeast medicines

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

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

m methotrexate (arthritis medicine)

Stop use and ask a doctor if m your heartburn continues or worsens

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

o 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

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
| 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
| do not take for more than 14 days or more often than every 4 months unless directed hy
a doctor
m children under 18 years of age: ask a doctor. Heartburn in children may sometimes be caused
by a serious condition. >

l

-

000000000

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

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:
Dextel PharmaTechnologies Lid.

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

4

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

u Eat slowly and avoid big meals

m [f overweight, lose weight

m Quit smoking

NDC 0000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

OmeprazoleiDelayed,
Releasellablets§20imy,

28 Tablets

Two 14-day courses of treatment
2 BOTTLES INSIDE

j\a}

LOT NO.

EXP.
:915DL FA C4-B

00000"00000

GCODE AREA

Drug Facts

Active ingredient  Purpose
(in each tablet)

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

m freats frequent heartburn (occurs 2 ar

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

| 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>

10 Hakidma Street, Yokneam, 2069200, Israel ]
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 1

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

TEXT: 6 pt Hel 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 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

0 m Do not wear tight-fitting clothing
around the stomach
m Do not eat before bedtime
W Raise the head of your bed

Bonus Pack! 14 Free

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

m Eat slowly and avoid big meals

m If overweight, lose weight

o Quit smoking

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

ReleaseNMablets®20my,

Acid Reducer

28 14 Tablets

Two 0na€ 14-day courses of treatment

\

Made in Israel

CODE AREA

10 Hakidma Street, Yokneam, 2069200, Israel

Dexcel PharmaTechnologies Lid.

Manufactured by:

£ 91530 FA C4-D
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Reference ID: 4174190

m

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.7 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

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 Gondensed

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 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)

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

around the stomach
m 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 ® 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 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
Rey d 14-Day Ci (if led)
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

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,

Bonus Pack! 14 Free

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

triethyl citrate

Questions or comments?
1-800-719-9260

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

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

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

M Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

Lom

Delayed
labletsR20)ns;

Acid Reducer

28 14 Tablets

Drug Facts

Active ingredient  Purpose
(in each tablet)

Omeprazole 20 mg..

Acid reducer

Use

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

m not intended for immediate relief of
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

u frequent wheezing, particularly with
heartburn

m unexplained weight loss

W nausea or vomiting  m stomach pain p>
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Omeprazole Delayed ekt

printed tablet

Release Tab’ets zomg 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,

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 f overweight, lose weight

W Raise the head of your bed m Quit smoking

Bonus ! 14 Fr Be NDC 00000-000-00
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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
m Do not eat before bedtime u
m Raise the head of your bed

I

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

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

If pregs 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
u 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
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.

Al

000000000

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

Inactive ingredients

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

Bonus! 14 Free

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

triethyl citrate

Questions or comments?
1-800-719-9260

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

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

Delayed
Jlabletsy20ing;

Acid Reducer

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

m Eat slowly and avoid big meals

overweight, lose weight

m Quit smoking

28 14 Tablets

Two .Or€ 14-day courses of treatment
2 A’BOTTLES INSIDE

N
\

00000"00000

Drug Facts

Active ingredient  Purpose
(in each tablet)

Omeprazole 20 mg.. .Acid reducer
Use

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

m not intended for immediate relief of
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

o 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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Omeprazole Delayed
Release Tablets 20mg

Tips for Managing Heartburn

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

after eating

m Do not lie flat or bend over

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

M Raise the head of your bed

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

m Eat slowly and avoid big meals

m [f overweight, lose weight

| Quit smoking

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

lablets¥20/ng;

Acid Reducer

42 Tablets

Three 14-day courses of treatment

Manufactured by:

Made in Israel

Dexcel PharmaTechnologies Lid.

10 Hakidma Street, Yokneam, 2069200, Israel
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£ 91555 FA €17
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Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg

000000000 42 Tablets (Bot“e cartﬂ“)
| L |
.
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 m [f overweight, lose weight
m Raise the head of your bed | Quit smoking
Drug Facts Drug Facts (continued) Drug Facts (continued) NDC 0000-000-00 Treats Frequent Heartburn!
Active mgredlent (ln each tablet) Purpose | Stop use and ask a doctor if  m your heartbum continues or worsens Inactive ingredients Occur[ing 2 Or More Days a Week
Omeprazole 20 mg... eovenenACHd Teducer | M YoU need to take this product for more than 14 days carnauba wax, ferric oxide red, ferric oxide Safety Feature -
m you need to take more than 1 course of treatment every 4 months vellow, hyprorﬁellose hyproméllose acetate Do not if printed
Use  wtreats frequent heartburn (occurs 2 or more days a week) | you get diarrhea | you develop a rash or joint pain . ; ONOLUSEN prime
m not intended for immediate relief of heartburn; this drug may take succinate, lactose monohydrate, seal under cap is
1 to 4 days for full effect ’ If pregnant or breast-feeding, ask a health professional before use. monoethanolamine, propylene glycol, broken or missing
Yy Keep out of reach of children. In case of overdose, get medical help or sodium lauryl sulfate, sodium starch
Wamings contact a Poison Control Center right away. (1-800-222-1222) glycolate, sodium stearate, sodium stearyl
Allergy alert: Do not use if you are allergic to omeprazole PospwT fumarate, talc, titanium dioxide,
9y aler ¥ Tlergic 1o omep — Directions triethyl citrate
Do not use if you have trouble or pain swallowmg food, vom_mng with m for adults 18 years of age and older
blood, or bloody or black stools. These may be signs of a serious m this product is to be used once a day (every 24 hours), every day for Questions or comments?
condition. See your doctor. 14 days 1-800-719-9260
Ask a doctor before use if you have m it may take 1 to 4 days for full effect; some people get complete relief
m had heartburn over 3 months. This may be a sign of a more of symptoms within 24 hours .
serious condition. 14-Day Course of Treatment Made in Israel |
m heartburn with lightheadedness, sweating or dizziness m swallow 1 tablet with a glass of water before eating in the morning Manufactured by:
m chest pain or shoulder pain with shortness of breath; sweating; m take every day for 14 days Oexcel Pharma Technologies Lid.
pain spreading to arms, neck or shoulders; or lightheadedness m do not take more than 1 tablet a day 10 Hakidma Street. Yokneam. 2069200, Israel
m frequent chest pain m do not use for more than 14 days unless directed by your doctor ' ! !
m frequent wheezing, particularly with heartburn m swallow whole. Do not chew or crush tablets =
m unexplained weight loss R 114-Day (if needed) e ease e
W nausea or vpmmng W you may repeat a 14-day course every 4 months
m stomach pain m do not take for more than 14 days or more often than every
Ask a doctor or pharmacist before use if you are taking 4 months unless directed by a doctor =
m warfarin, clopidogrel or cilostazol (blood-thinning medicines) m children under 18 years of age: ask a doctor. Heartburn in children Ac’ d R Educer
W prescription antifungal or anti-yeast medicines may sometimes be caused by a serious condition. 42 T bI t
m diazepam (anxiety medicine) - - a e S
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. g Three 14-day courses of treatment
\ m methotrexate (arthritis medicine) p | m store at 20-25°C (68-77°F) and protect from moisture » 3 BOTTLES INSIDE
=| =
$ o ""00000%00000"™ o
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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.

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

M nausea or vomiting

m stomach pain

| 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

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)

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
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 or crush tablets
Repeated 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
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.

Reference ID: 4174190

Carton)

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

Drug Facts (continued)

Inactive ingredients

carauba 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

Made in Israel

Manufactured by:

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

FDA Approved

-

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
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Three 14-day courses of freatment
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Safety Feature -
Do not use if printed
seal under cap is
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HAIRLINES: 0.5 pt
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SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
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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 Helvetica Neue 57 i 1

HEADINGS: 8 pt Helvetica Neue 77 Bold Gondensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed
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Drug Facts Drug Facts (continued) Drug Facts (continued)
Active mgredlent (IH each tablev Purpose | Stop use and ask a doctor if m your heartburn continues or worsens Inactive ingredients

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

Use wmtreats frequent heartburn (occurs 2 or maore 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 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

W unexplained weight loss

W nausea or vomiting

m stomach 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)

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
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.

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

Made in Israel

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

Treats Frequent Heartburn!

E DC 0000-000-00
“E Occurring 2 Or More Days a Week

DIE CUT DIE CUT DIE CUT
WINDOW = WINDOW i WINDOW

F 2@@@

42 Tablets

Three 14-day courses of treatment
3 BOTTLES INSIDE

Safety Feature -
Do not use if printed
seal under cap is
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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 Helvetica Neue 57 Condensed

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 and 6.7 pt

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

000000000 42 Tablets (Bottle Carton)
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S J
il 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

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.

m heartburn with lightt g

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

| 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

| diazepam (anxiety medicine)

m digoxin (heart medicine)

m 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
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

carnauba wax, ferric oxide red, ferric oxide

Bonus Pack! 14 Free

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
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 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.

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

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

Made in Israel
Manufactured by:

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

.
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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

1 to 4 days for full effect

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

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

Warnings

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

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

Ask a doctor hefore use if you have

serious condition.

m frequent chest pain

m frequent wheezing, particularly with heartburn
m unexplained weight loss

W nausea or vomiting

m stomach pain

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

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

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

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 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
H 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.

/

Reference ID: 4174190

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
fumarate, 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

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

Bonus! 14 Free

Acid Reducer

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

M Eat slowly and avoid big meals

u If overweight, lose weight

m Quit smoking

Occurring 2 Or More Days a Week

Treats Frequent Heartburn!

42 28 Tablets

Three Tw0 14-day courses of treatment

3 ZBOTTLES INSIDE

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

00000

00000
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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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Omeprazole Delayed Release Tablets, 20 mg
42 Tablets
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Omeprazole Delayed
Release Tablets 20mg

Tips for Managing Heartburn

m Do not lie flat or bend over

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

after eating

= Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

28 + 14 FREE

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

Releaselablets¥20imy,

Acid Reducer

42 Tablets

Three 14-day courses of treatment

NDC 00000-000-00

Manufactured by:

Made in Israel

Dexcel PharmaTechnologies Lid.

10 Hakidma Street, Yokneam, 2069200, Israel

CODE AREA

: 91555 FA C4-C

000000000

Reference ID: 4174190
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TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique
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(continued) 8 pt
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Final Printed Labeling
NDA 22-032

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 heartbur continues or worsens
OMEPFazole 20 MQ...v..erevrveeeesveesesssers s eeesesssessses s sneesss s Acid reducer | ® you need to take this product for more than 14 days

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 more than 1 course of treatment every 4 months
W you get diarrhea o 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 g or di

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

m frequent chest pain

m frequent wheezing, particularly with heartburn

| unexplained weight loss

W nausea or vomiting

m stomach pain

Ask a doctor or pharmacist before use if you are taking

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

m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

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

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 Gourses (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 hy 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.

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
fumarate, 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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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............... cveereenne A Teducer

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 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)
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 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
¥ 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
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.

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

Made in Israel

Manufactured by:

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

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

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 Quit smoking

NDC 0000-000-00

ReleaselNablets

OmeprazoleiDelayed

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

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

20/my)

42 Tablets

Three 14-day courses of treatment
3 BOTTLES INSIDE

Safety Feature -
Do not use if printed
seal under cap is
broken or missing
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1
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( ) Do no
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 need to take this product for more than 14 days carnauba wax, ferric oxide red, ferric oxide
m you need fo take more than 1 course of treatment every 4 months allow. hypromellose. iypromellose acetate
Use _ mtreats frequent heartburn (occurs 2 or more days a week) m you get diarrhea m you develop a rash or joint pain Zuccinétg plactose méngt?ydrate
L q"tto"l‘:‘?jf;dzdfg’?;dﬂ‘;"f?ggte relief of heartburn; this drug may take If pregnant or breast-feeding, ask a health professional before use. monoethanolamine, propylene glycol, D ’ E c u T
Y Keep out of reach of children. In case of overdose, get medical help or sodium lauryl sulfate, sodium starch
Waminys contact a Poison Control Center right away. (1-800-222-1222) glycolate, sodium stearate, sodium stearyl
Allergy alert: Do not use if you are allergic to omeprazole Directi talc, titanium dioxide,
- - - S— irections triethyl citrate
Do not use if you have trouble or pain swallowing food, vomiting with m for adults 18 years of age and older
blood, or bloody or black stools. These may be signs of a serious m this product is to be used once a day (every 24 hours), every day for Questions or comments?
condition. See your doctor. 14 days 1-800-719-9260
Ask a doctor before use if you have m it may take 1 to 4 days for full effect; some people get complete relief
m had heartburn over 3 months. This may be a sign of a more of symptoms within 24 hours )
serious condition. 14-Day Course of Treatment Made in Israel
m heartburn with lightheaded) ing or dizzi m swallow 1 tablet with a glass of water before eating in the morning Manufactured by:

/

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)
W prescription antiretrovirals (medicines for HIV infection)

m methotrexate (arthritis medicine) »

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
o 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 »

000000000
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TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt

TITLE (continued): 8 pt Helvetica Neue 77 Bold Condensed Oblique
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HDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
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ﬂ—ﬂ@ —UmO_A_ / . Treats Frequent Heartburn!

3 4 h___._q.m.c__mﬁ__ Omw_”osm Occurring 2 Or More Days a Week

Acid Reducer

42 Tablets

Three 14-day courses of treatment

STANDARD FORMAT

TYPE SIZES:

TITLE: 10 pt Helvetica Neua 77 Bold Condensed Oblique

TITLE {continued): 8 pt Helvetica Neus 77 Bold Condensad Obligue
{continued) 8 pt Helvetica Neus 57 Conck |

g PRINT at 65% for

TEXT: 6 pt Holvetica Neue 57 Condensad

wﬂﬂﬂmﬂ”“ﬂhn:na with 2 'S spacing betwmen statements ‘ “ -m: n: k ‘ Nl”: n:

TELEPHONE #: 6 pt Holvetica Neue 77 Bokl Condensed

Reference ID: 4174190 ety size paper

HAIRLINES: 0.5 pt
i 1)
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Final Printed Labeling

NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg
42 Tablets (Bottle Carton)
|

L

000000000
C S
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.......couevrevererenns ....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
1to 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 W 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 g or di

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

| 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)

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
o 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
W keep the carton. It contains important information.

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
fumarate, talc, titanium dioxide,

triethyl citrate

Questions or comments?
1-800-719-9260

Made in Israel

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

alue Pack!
3_14 Tablet Bottles

DIE CUT
WINDOW

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

DIE CUT

DIE CUT

WINDOW = WINDOW

Releaselahlels; Zjlﬂmq

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

00000700000

GODE AREA

m methotrexate (arthritis medicine) P | m store at 20-25°C (68-77°F) and protect from moisture »
[
\ / LOT NO.
EXP.
: 915D7 FA Cu4-4J
r I
ooocoooooo
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 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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Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

14 Tablets (Blister Foil)

| |
e I K
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 Streef, | 10 Hakidma Street, | 10 Hakidma Streef,
Yokneam 2069200, Isragl | Yokneam 2069200, Israel | Yokneam 2069200, Israel
__________ Jd - - _
| |
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 Street, | 10 Hakidma Street, | 10 Hakidma Street,
Yokneam 2069200, Israel | Yokneam 2069200, Isragl | Yokneam 2069200, Isragl
__________ dececceacoeslbeceeaca ===
Coated with wildberry mint flavor : Swallow whole. : Coated with wildberry mint flavor
Omeprazole DR Tablets 20mg || onotchewcrush,orsuckcabiets. | - Omeprazole DR Tablets 20mg
Acid reducer One 14-day course of treatment Acid reducer
Push tablet through foil. || Donottake for morethan 14 days | | Push tablet through foil.
Dexcel Pharma Technologies Ltd. | | ormore often than every 4months | | Dexcel Pharma Technologies Lid.
lakidma Stree, | unless directed by a doctor. | 10 Hakidma Street,
Yokneam 2089200, lsrael | 40100 00 X3 | Yokneam 2089200, lsrael
__________ S T
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 PharmaTechnoIo s Lid. | Dexcel Pharma Technu\ogles Ltd. | Dexcel PharmaTechnoIo%ies Ltd.
10 Haki | 10 Hakidma Stree | 10 Hakidma Street,
Yokneam 2069200 [srael | Yokneam 2069200 Israel | Yokneam 2069200, Israel
__________ 4 —— ]
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 Street, | 10 Hakidma Streef, | 10 Hakidma Street,
Yokneam 2069200, Israel | Yokneam 2069200, Israel | Yokneam 2069200, Israel
| |
| |

/

= No Print Area
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Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets (Bottle Label)

s HERNN EEEEG
B R BEE S R Treats Frequent Heartburn!
‘é’_ ME gcsn o £ %;—’1; gg Occurring 2 Or More Days a Week
1 glemd EEEE
2 LG EEEERER | Omeprazole)Delayed. M
: FTIZES 2 =1k .
g z|2=g| |25 E=E|z3| MEESAELES Al <5
: s |: TEE 2
2 2| SEPEE g2 Acid Reducer || P
. glz | |lEzE5E2E) R
8 S5 gl 5| ||gg55225 H
g SiEE S
B =] %‘ § L %2— 25 v’:"i’;l"" - 14 Tablets o no varnish ¢ no color
%\ — hit 2= Al Wildberry MintFlavor  One 14-day course of reament : 401D5 FA F3 Jrl

MODIFIED FORMAT

TYPE SIZES:

TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique
HEADINGS: 7 pt Helvetica Neue 77 Bold Condensed Oblique
TEXT: 6 pt Helvelica Neue 57 Gondensed

LEADING: 6 pt

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

HEAVY LINES: 1.0 pt

Reference ID: IlWH!t‘é‘d-5 o 4-26-17




Reference ID: 4174190
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Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tahlets
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NOT FOR RESALE

Made in lsrasl

Manufactured by:

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

N
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Ireats Frequent Heartburn!
Occurring 2 or More Days a Week

Omeprazole

tlelayed release tablels 20 my

acid reducer

SWALLOW - DO NOT CHEW

14 1ABLETS

T

Coated with
Wildberry Mint
t Flavor One 14-day course of treatment j
i} ) r
Tips for Managing Heartbum
f\ | Do not lig flat or bend aver after eating W Avoid hearthum-causing foods such as rich, spicy, fatty or fried foods,
'\J W Do notwear tight-fitting clothing around the stomach chocolate, caffeine, alcohol and certain fruits and vegetables
W Do not eat before bediime W Eat slowly and avoid big meals
M Raise the head of your bed W |f overweight, loseweight @ 0uit smaking
r
|| | | |

MODIFIED FORMAT
TYPE SIZES:
TITLE: 8 pt Helvetica Neus 77 Bold Condensad Ohligue
TITLE (contnued): 7 pt Helvetica Neue 77 Bolkd Condensed Obligue
{continued) 7 pt Helvetica Meue 57 Condensed
HEADINGS: 7 pt Helvetica Meue 77 Boki Condensed Oblique
SUBHEADINGS: 6 pt Helvelica Neue 77 Bold Condensed
TEXT: 6 pt Helvetica Neue 57 Condensed
LEADING: 6.3 and 65 pt
BULLETS: 5 pt Square with 2 M'S spacing hetween statements
TELEPHOME #: 6 pt Holvetica Meue 77 Bold Condensad
HEAWY LINES: 1.5 pt
HAIRLINES: 0.5 pt 4-20-17



Reference ID: 4174190

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

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

m Eat slowly and avoid big meals

o If overweight, lose weight  m Quit smoking
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Omeprazole Delayed
Release Tablets 20mg

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

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole;Delayed

| Acid Reducer

Coated with

Wildberry Mint Flavor

SWALLOW - DO NOT CHEW

14 Tablets

One 14-day course of treatment
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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 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 spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

-\

4-20-17



Final Printed Labeling

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets (Bottle Carton)
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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
. J
Drug Facts (continued) Drug Facts (continued) Rl Treats Frequent Heartburn! Drug Facts
| prescription antifungal or anti-yeast medicines m children under 18 years of age: ask a doctor. Occurring 2 Or More Days a Week - Ty
m diazepam (anxiety medicine) ~ m digoxin (heart medicine) Heartburn in children may sometimes be 9 yS grcnﬂevﬁ ;ggﬂg’:ﬁ (ineach tamf\gi di: g[fjlﬂl::sef
| tacrolimus or mycophenolate mofetil (immune system medicines) caused by a serious condition. D 0o
W prescription antiretrovirals (medicines for HIV infection) P - Use
m methotrexate (arthritis medicine) gfga":jr lﬁgz?g"ch%gggld warnings before use m treats frequent heartbumn (occurs 2 or more
Stop use and ask a doctor if m keep the carton. It contains important day_s aweek) N " ”
m your heartburn continues or worsens information. m not intended for immediate refief of heartburn;
m you need to take this product for more than 14 days  store at 20-25°C (68-77°F) and protect 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 from moisture Warnings
W you get diarthea  m you develop a rash or joint pain Inactive ingredients Allergy alert: Do not use if you are allergic
If pregnant or breast-feeding, ask a health professional before use. benzyl alcohol, carmine, carnauba wax, to omeprazole
Keep out of reach of children. In case of overdose, get medical help FD&C blue #2/indigo carmine aluminum lake, Do not use if you have trouble or pain
or contact a Poison Control Center right away. (1-800-222-1222) 2Sggirhgtyeprlgrgggésreﬂom’r:%?:ilg)sr%Zr?tehtoalte swallowing food, vomiting with blood, or
_ Diectons : TR [ on ek s e ey e
m for adults 18 years of age and older polyethylene glycol 3350, sodium lauryl L See :
m this product is to be used once a day (every 24 hours), sulfate, sodium starch glycolate, sodium Ask a doctor before use if you have
every day for 14 days stearate, sodium stearyl fumarate, sucralose, o ” m had heartburn over 3 months. This may
m it may take 1 to 4 days for full effect; some people get tale, fitaniumdioxide, friacatin, triethyl ciirate ep r a ﬂ 0 e e aye be a sign of a more serious condition.
complete relief of symptoms within 24 hours Questions or comments? m heartbumn with lightheadedness,
4y G of e kb ReleaselahletsI20) ol R - u—
m swallow 1 tablet with a glass of water before eating in Tips for Mana%mg Heartburn of breath; sweating; pain spreading toarms,
The morting m Do not e flat or bend over after eating CId R ucer neck or shoulders; or lightheadedness
m fake every day for 14 days m Do not wear tight-fitting clothing around SWALLOW - DO NOT CHEW m frequent chest pain
m do not take more than 1 tablet a day the stomach : ' frequent wheezing, particularly with heartburn
m do not use for more than 14 days unless directed by your doctor m Do not eat before bedtime eq e 'gﬁtpl y
m swallow whole. Do not chew, crush, or suck tablets. m Raise the head of your bed H unexplaine W?;? L omacial
Repeated 14-Day Courses (if needed) m Avoid heartburn-causing foods such as rich, 1 4 Tablets W nausea orvomilng M slomach pain
m you may repeat a 14-day course every 4 months spicy, fatty or fried foods, chocolate, caffeine, -~ Ask a doctor or pharmacist before use if
m do not take for more than 14 days or more often alcohol and certain fruits and vegetables coated withSCer: you are taking W warfarin, clopidogrel or
th 4 months unless di y: forl by & docn m Eat slowly and avoid big meals Wildberry Mint One 14-day course of treatment cilostazol (blood-thinning medicines)
an every 4 months unless directed by a doctor P> m If overweight, lose weight  m Quit smoking Flavor I BOTTLE INSIDE
3
00000"00000
" CODE AREA
EXP.
: 4OLDS FA CY
000000000 I I T
MODIFIED FORMAT
TYPE SIZES:

TITLE: 8 pt Helvetica Neue 77 Bold Gondensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Gondensed

LEADING: 6.0 and 6.5 pt

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

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt 4-20-17
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Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets
1

L
Tips for Managing Heartburn N
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 W 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

Safety Feature - Do not
useif printed tablet

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole:Delayed

7 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:

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

(continued) 7 pt Hel

LEADING: 6.3 and 6.5 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

HEADINGS: 7 pt Helvetica Neue 77 Bold Condensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed
TEXT: 6 pt Helvetica Neue 57 Gondensed

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

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

_J—|_|—l_

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

Manufactured by:

Dexcel PharmaTechnologies Lid.

Drug Facts (continued)

10 Hakidma Street, Yokneam, 2069200, Israel

Drug Facts (continued)

m prescription antifungal or anti-yeast medicines

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

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

m methotrexate (arthritis medicine)

Stop use and ask a doctor if

W 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
W 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)

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

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
| 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 (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 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

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

m If overweight, lose weight — m Quit smoking

FDA Approved

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)

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

Treats Frequent Heartburn! * F
Occurring 2 Or More Days a Week ‘E‘

Delayed,
Tahletsw20)y

Acid Reducer
SWALLOW - DO NOT CHEW

| 14 Tablets

Wildberry Mint e 14-day course 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

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

m frequent chest pain

m frequent wheezing, particularly with heartburn

m unexplained weight loss

MW nausea orvomiting m stomach pain

Ask a doctor or pharmacist before use if

you are taking  m warfarin, clopidogrel or

cilostazol (blood-thinning medicines)  pp»

Flavor 1 BOTTLE INSIDE

0 “ |‘00000“00000““ 0

““ GODE AREA

EXP.
1 4O01D5 FA CY-F

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 Gondensed

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

LEADING: 6.0 and 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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Reference ID: 4174190

Final Printed Labeling

N

Omeprazole Delayed
Release Tablets 20mg

Safety Feature -
Do notuse 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

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

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Acid Reducer

Coated with

Wildberry Mint Flavor

SWALLOW - DO NOT CHEW

28 Tablets

Two 14-day courses of treatment

m

STANDARD FORMAT

TYPE SIZES:

(continued) 8 pt

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

LEADING: 6.5 and 6.7 pt

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

BULLETS: 5 pt Sq with 2 M'S

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TELEPHOMNE #: 6 pt Helvetica Neue 77 Bold Condensed

-
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Reference ID: 4174190
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Final Printed Labeling

NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
28 Tablets (Bottle Carton)

L

Drug Facts (continued)

Ask a doctor or pharmacist before 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)
| 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 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, 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.

| 4

Drug Facts (continued)

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

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

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

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

NDC 0000-000-00

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
H [f overweight, lose weight
m Quit smoking

Treats Frequent Heartburn!
QOccurring 2 Or More Days a Week

F@@

Ac:d Reducer

SWALLOW - DO NOT CHEW

Coated with

Wildberry Mint Flavor

28 Tablets

Two 14-day courses of treatment
2 BOTTLES INSIDE

Drug Facts

Active ingredient Purpose
(in each tablet)
Omeprazole 20 mg..................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>
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GCODE AREA

(continued) 8 pt Neue 57

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

000
LOT NO.
EXP.
: 401DE FA C4
r I
STANDARD FORMAT
TYPE SIZES:

TEXT: 6 pt Helvetica Neue 57 !

HEADINGS: 8 pt Helvetica Neue 77 Bold Condensed 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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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

00000

after eating

00000

FDA Approved

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Safety Feature -
Do not use if
printed tablet
blister unit is
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 [f overweight, lose weight

W Quit smoking

Acid Reducer

SWALLOW - DO NOT CHEW

Coated with

Wildberry Mint Flavor

28 Tablets

Two 14-day courses of treatment

NDC 00000-000-00

Uﬂ%

000000000

i

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 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 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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Final Printed Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

000000000

28 Tablets (Bottle Carton)
1

\

Drug Facts (continued)

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)

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

\ by a serious condition. >

L
1
Tips for Managing Heartburn
m Do not lie flat or bend over m Avoid heartburn-causing foods such as rich,
after eating spicy, fatty or fried foods, chocolate, caffeine,
m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
around the stomach M Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking
Drug Facts (continued) FDA Approved
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 fauryl Treats Frequent Heartburn! N L
sulfate, sodium starch glycolate, sodium Occurring 2 Or More Days a Week / &
stearate, sodium stearyl fumarate, sucralose,
talc, titanium dioxide, triacetin, triethyl citrate
Questions or comments? @m e p r a Z @ I e m e I aye d
1-800-719-9260
Safety Feature - Do not use if printed Rel ea S e b I e ts 2 m
seal under cap is broken or missing.
Made in Israel A CId Reducer
) SWALLOW - DO NOT CHEW
Manufactured by:
Dexrel Pharma Technologies Lid. 28 Tablets
10 Hakidma Street, Yokneam, 2069200, Israel
Coated with . Two 14- rses of treatment
Wlldberry Mint Flavor 0 day Bh szegoquLEesa[Ns?DE

Drug Facts

Active ingredient Purpose
(in each tablet)

Omeprazole 20 MQ..........o.ev.. Acid reducer

Use

| 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

o 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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Reference ID: 4174190
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LODE AREA

FA C4-F

STANDARD FORMAT

TYPE SIZES:
TITLE: 9 pt Helvetica Neue 77 Bold Cond 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

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

BULLETS: 5 pt Square with 2 M'S spacing bety -

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Cond
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)
28 Tablets
— 1 | —
_I L
0926-61.-008- | ; SJUILILIOD 10 SUOIISaND
S1BIID JAUIaLY ‘UedkL) ‘BPIXOIP WNIUE ‘O] ‘aso[elons ‘ejelewny [ATea)s WNIPOS ‘ajeles)s WnIpos ‘ayejook| yalels
win|pos ‘ayeyIns |AINe] wnipos ‘0Ge¢ 109416 auajAyiak|od ‘aulLIe|oUBLIBOUOL ‘Y2IelS PBIJIPOLL ‘[OLJUBLL ‘SJBIPALOUOL BS0JIB] ‘B1BUIIINS
9181908 950|[olWoIdAL ‘8S0||aLUOIAL 10AB]) ‘83E| LNUILIN[E BUIWLIED OBIPUI/Z# 8N|q 9B ‘XA BGNELIED ‘SUILLIED ‘|0yoo]e |Azusq
Spuaipallbiur anpoeuy
(panuiuo) syoe4 bnig
1 Y B U
S ———
A amisiow woy 198101d pue (4,//-89) 062-0¢ Je alojs | <4 (auIoIPaL SLILLIE) B1EXSN0U}aW M
Uofyeuojul Juepodull surejuod | “uoped ay) dea m (uonosjur A4 10} saufIpalw) sfelAonaInUE uondioseld m
asn alojaq SHuIuIeA PUE SUONIBIIP 8L} Peal M I (aui0inauw WWslsAS aUNWILY [3}0LL BejouaydoakLl 10 SnWioioe) M
uoneuriojui 18yj0 (ourotpeuw peay) uixobip m
"UOIIPUO SNOLIBS B A PasNen a( SallnaLlos Aew UIp(IyY . (a”!o!pag’ Aaixue) ujgdeze!g -
U1 UINGYIE3H “I0}00p B YSE :aBe JO SIeak g1 1opun UaIp|iyo m SeulaIpelll JSear-LIE.10 [EDUMIUE UORALISe10 |
(seua1paur Buuiyy-poojq) [0ze1soj1o 1o [a1bopidofo ‘uLe em m
J0100p & Aq pajoap ssejun stpuowl p A1and BuIye) ade nok J1 asn asojaq 1s1oeweyd Jo Jojaop e ysy
UL U3YJ0 aJow Jo SABP 7| UBL) 210w 10} @)e] Jou op W
m Q suuow  A19A8 85109 Aep-1| & 1eadal few nof m ured yoewols m
(1) 5 (papaau J1) sesinog Aeq-y1 pajeadey Bumwon 1o easneu m
$ ® *$19] €] }ONS 40 ‘YSNI2 ‘Mayd 10U o “3joym Mmoj|ems B i Sso& 1,%6!9"" peugmdxg i,
D T 10190p 1NOA AQ Pa}931Ip SSa[UN SABP | UBY) 310w 10} 38N JoU op M UINGLE3Y LA AN lgzaeum\ 1“3";’1 u <
Kep ©10|qe). | UBY) alow oXe} 10U op M uled sy juanball m -
% ~ skep 11 loj fep A1ona axe) m ssaupapeayiybl| 10 's1apnoys 1o %o8u ‘sulre o} buipesids ured & N
ﬁ BuiuIow ay) ‘Buieems {yjeslq Jo ssatpoys Yym ured Japinoys 1o ured jsayo m 2 E
F', (=) U1 BUIyes a10§oq Joyert Jo SSEIB & UJIM J|q.) | MOJEMS M 1zzip d0 Bug Papeatpybll Yum uinguiesy m é ‘
c- —~ Juswyeal] Jo asnog Aeq-vL UonIpuos snoliss =
D aloW & Jo UBIS & 8q AW SIY] 'SUIUOW ¢ 19A0 UINGLIESY pey m
E sInoy 7z uiyum stoydwis Jo Jaijel aney nof 31 asn 31049 40}90p € NSy N
b a191dwio 1ab ajdoad atuios 9aye |Ing 10} SAep {7 0} | oe) Aew | W - =
a‘ D skep 1 10} 10}00P IN0A 893 “UONIPUOD SNOLISS g
S Aep K1ans ‘(sinoy g A1ana) Aep e 8auo pasn aq o} s 1onpoid sy m ® Jo subls aq Aew asal|| *s[o0}s %oB|q 10 Apoo|q 10 ‘Poojq Ym B3z =
N % J13p|o pue abe Jo s1eak g1 Synpe lo) m Buniwon ‘pooy Buimolems ured 10 ajqnol} dAeY noA J| asn jou oq —é =} u
Q [1°) suoiaang ajozeldato o} 21B13|[e a1 noA JI ash Jou o( Jaje ABsa|y 5 §
é Q (2221-222-008- 1) Reme 1yBL J8Jua) [013U0Q UOS|04 B 1IBIU0D IO Sﬁll_lu.leM _g i
4 § c
diay [e21pau 186 ‘9S0PISA0 JO BSED U] “UBIPIIY JO uoeaug i:r:oa ?;zn Y0915 (100 10) AP ¥ 01 1 er £
‘ y Rew Brup siyy ‘wingyeay Jo Jaljl eyeIpaLLLul 1o} papusjul jou m U=
feuoissejoid yyeay e>ise ‘fujpas)-isealq Jo ueuba.d ) (%99Mm © sAep 8707 10 Z $In290) wingueay Jusnbaly sjeal m E f— o
ured uiof 1o yses e dojeasp nof M eayLelp 196 noA m asp =EQ .
SUIUOW 1 A18AS JUSLLUIRSI} 0 9SIN0D | UBY) BI0UI 8%[) 0} PasU NoA m = E B S
shep | uey alow Io} Jonpold siy} axe} o} pasu noﬁ B j50npol ploy’ Bui oz ajozeidawio % [ E =
SUBSIOM 10 S3NUIU0D UINgHeay Inok m =]
1 loigo1 B35 pUe 640 g asodind (191qe] yara ui) Juaipaibul anyay % 5 3 g
(panunuo) syoe4 Brug spaeq bnig e =
\ ] I
T

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

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

W Eat slowly and avoid big meals

overweight, lose weight
m 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

Uﬂ%
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N

Reference ID: 4174190

-III

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.7 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

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 Helvetica Neue 57 Condensed

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
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Final Printed Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

000000000

28 Tablets (Bottle Carton)
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Drug Facts (continued)

Ask a doctor or pharmacist before use if you are taking

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

m prescription antifungal or anti-yeast medicines

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

m tacrolimus or mycophenolate mofetil immune system medicines)
m prescription 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)

Other information

m read the directions and warnings
before use

o 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 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 (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
adoctor

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

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

Made in Israel
Manufactured by:

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

Sl
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Tips for Managing Heartburn
u 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
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 0000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Del&!d
lablets¥20/ny

Acid Reducer
SWALLOW - DO NOT CHEW

28 Tablets

Drug Facts

Active ingredient
(in each tablet)

Omeprazole 20 mg..................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

o frequent wheezing, particularly with
heartburn

m unexplained weight loss

W nausea or vomiting  m stomach pain P>

m 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 Two 14-day COUI’SZGSO(J_III{I'&alt'Q;?Sé
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Omeprazole Delayed
Release Tablets 20mg

Safety Feature -
Do notuse 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

Bonus Pack! 14 Free

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 [f overweight, lose weight

m Quit smoking

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 Or€ 14-day courses of treatment

NDC 00000-000-00

Reference ID: 4174190
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Final Printed Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
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28 Tablets (Bottle Garton)
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— | Drug Facts (continued)

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)

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)

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.
14-Day (if )
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.
9

L
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 u If overweight, lose weight
m Raise the head of your bed m Quit smoking
Drug Facts (continued) Bonus Pack! 14 Free
Other information
m read the directions and warnings
before use
W 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 \ e _
succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine, [ (T
polyethylene glycol 3350, sodium lauryl Treats Frequent Heartburn! / i
sulfate, sodium starch glycolate, sodium QOccurring 2 Or More Days a Week P .com
stearate, sodium stearyl fumarate, sucralose, IL
talc, titanium dioxide, triacetin, triethyl citrate
Questrs orcommrts? OmeplazoledDelayed
1-800-719-9260
Safety Feature - Do not use if printed R@I@ase ble t“s %Dﬁm@
seal under cap is broken or missing. .
T Acid Reducer
ade in Israel
SWALLOW - DO NOT CHEW
Manufactured by:
Dexcel Pharma Technologies Lid. 28 ]4 Tablets
10 Hakidma Street, Yokneam, 2069200, Israel
Coated with 14- I
Wildberry Mint Flavor R T T
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Reference ID: 4174190

/
$ o "700000"00000
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Drug Facts

Active ingredient Purpose
(in each tablet)

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

Use

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

m not intended for immediate relief of
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

H frequent wheezing, particularly with
heartburn

m unexplained weight loss

W nausea or vomiting  m stomach pain >

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 d

HEADINGS: 8 pt Helvetica Neue 77 Bold Condensed Obligue
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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Final Printed Labeling
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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

Bonus! 14 Free

m Avoid heartburn-causing foods such as ric

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

Acid Reducer

SWALLOW - DO NOT CHEW

Coated with

Wildberry Mint Flavor

28 14 Tablets

Two On€ 14-day courses of treatment

NDC 00000-000-00

i

Reference ID: 4174190
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Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
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
m Do not eat before bedtime
m 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)

m prescription antifungal or anti-yeast medicines

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

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

m methotrexate (arthritis medicine)

Stop use and ask a doctor if  m your 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, crush, or suck tablets.
Repeated 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

Sl

Drug Facts (continued)

Other information

o 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

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

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

Release

Made in Israel

Manufactured by:
Dexcel PharmaTechnologies Lid.
10 Hakidma Street, Yokneam, 2069200, Israel
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Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeplazole

Acid Reducer

SWALLOW -

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

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

Bonus! 14 Free

T @@

DO NOT CHEW

28 14 Tablets

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

00000"00000

LODE AREA

m 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.
: 401DL FA CH-E
r | -
000000000 I
STANDARD FORMAT
TYPE SIZES:

Reference ID: 4174190

(continued) 8 pt Neue 57

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

LEADING: 6.5 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

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

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

Drug Facts

Active ingredient
(in each tablet)

Omeprazole 20 Mg..........o..en.. Acid reducer

Purpose

Use

| freats frequent heartburn (occurs 2 ar
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

| unexplained weight loss

W nausea or vomiting  m stomach pain P>
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Safety Feature - il d : . "
Do not use if Al .
printed tablet D e 0 a
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Treats Frequent Heartburn!
Occurring 2 Or More Days a Week
O o
[} o
o o
o o
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. 42 Tablets
Coated with
Wildberry Mint Flavor Three 14-day courses of treatment
1 7
mll -
STANDARD FORMAT
TYPE SIZES:

Reference ID: 4174190

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

(continued) 8 pt Helvetica Neue 57 i

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

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

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

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
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Reference ID: 4174190

Final Printed Labeling

NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

42 Tablets (Bottle Carton)
1

000000000
L
C D
Drug Facts Drug Facts (continued) Drug Facts (continued)
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if m your heartburn continues or worsens Inactive ingredients
Omeprazole 20 mg Acid reducer | ® you need to take this product for more than 14 days benzyl alcohol, carmine, carnauba wax,

Use  mtreats frequent heartburn (occurs 2 or 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 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 li or

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

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)

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)

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
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.

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

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

DIE CUT

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

DIE CUT

DIE CUT

WINDOW = WINDOW @ WINDOW

F Zﬂ)mg

SWALLOW - DO NOT CHEW

Coated with

42 Tablets

Three 14-day courses of treatment

3 BOTTLES INSIDE

00000

00000

LODE AREA

m methotrexate (arthritis medicine) P | mstore at 20-25°C (68-77°F) and protect from moisture > Wildberry Mint Flavor
\ [
\ / LOT NO.
EXP.
1 401D7? FA CY4
r I
000000000
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

L
Safety Feature -
Do not use if printed
seal under cap is
broken or missing.
r
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NDA 22-032
Omeprazole Delayed Release Tahlets, 20 mg (Wildberry Mint)
42 Tablets
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Manufactured by:

Made in Israel

Oexcel PharmaTechnologies Lid.

10 Hakidma Street, Yokneam, 2069200, Israel

CODE AREA

: 40155 FA C4-F

000000000

Reference ID: 4174190
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Safety Feature - shlglbl J eart .
Do not use if or o picy, fatty or fried foods, choco affeine
printed tablet Do not wear i 0 a g
blister unit is d the sto 0 d avoid big
open or torn. Yol oo i A L
FDA A pproved NDC 00000-000-00
ks Treats Frequent Heartburn!
Occurring 2 Or More Days a Week
Acid Reducer
SWALLOW - DO NOT CHEW
42 Tablets
Coated with
Wildberry Mint Flavor Three 14-day courses of treatment
Y I
m | nr
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 Gondensed

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

TEXT: 6 pt Neue 57 d

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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Final Printed Laheling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

000000000 42 Tablets (Bottle Carton)
J L [
|
{ D
= J
il Drug Facts Drug Facts (continued) Drug Facts (continued)
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if _m your heartbum continues or worsens Inactive ingredients

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.

m heartburn with lighth gord

W 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

m stomach pain

Ask a doctor or pharmacist before 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)
m prescription antiretrovirals (medicines for HIV infection)

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

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

Coated with

FDA Approved

DIE CUT
WINDOW = WINDOW @ WINDOW

Wildberry Mint Flavor

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

DIE CUT DIE CUT

F ﬂﬁ)mg

SWALLOW - DO NOT CHEW

42 Tablets

Three 14-day courses of treatment
3 BOTTLES INSIDE
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Safety Feature -
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seal under cap is
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r

\ m methotrexate (arthritis medicine) p> | m store at 20-25°C (68-77°F) and protect from moisture »
L [
LOT NO.
EXP.
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m r (I
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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 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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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
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Coated with
Wildberry Mint Flavor Three 14-day courses of treatment
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LEADING: 6.5 and 6.7 pt

HEAVY LINES: 1.5 pt
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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 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
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
000000000 42 Tablets (Bottle Carton)
| L |
L
Tips for Managing Heartburn
ya AN m Do not lie flat or bend over m Avoid heartburn-causing foods such as rich,
( 3 after eating spicy, fatty or fried foods, chocolate, caffeine,
m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
around the stomach M Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking
= - NDC 0000-000-00 B
Drug Facts Drug Facts (continued) Drug Facts (continued) Treats Frequent Heartburn!
Active mgredlent (m gach tablet) Pyrpase Stop use and ask a doctor if  m your heartburn continues or worsens Inactive ingredients Occurring 2 Or More nays a Week
Omeprazole 20 mg... — e R e N "eeg :0 }ﬁte this Pftzduc} for moreftr;anlM dE;Vs s month benzyl alcohol, carmine, carauba wax, Safety Feature -
m you need to take more than 1 course of treatment every 4 months i tei i i ori
Use  wtreats frequent heartburn (occurs 2 or more days a week) m you get diarrhea m you develop a rash or joint 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
T to 4 daye:tor full effect ’ g may If pregnant or breast-feeding, ask a health professional before use. succinate, lactose monohydrate, menthol, broken or missing.
Y 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) polyethylene glycol 3350, sodium lauryl
Allergy alert: Do not use if you are allergic to omeprazole Pop—Ts sulfate, sodium starch glycolate, sodium
gy aen y rorgieto omep — Directions stearate, sodium stearyl fumarate, sucralose,
Do not use if you have trouble or pain swallown]g food, vom‘mng 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 Wit 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 lightheadedness, sweating or dizziness 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 do not take more than 1 tablet a day Dexcel Pharma Technologies Lid.
u frequent chest pain m do not use for more than 14 days unless directed by your doctor ;
u frequent wheezing, particularly with heartburn m swallow whole. Do not chew, crush, or suck tablets. 10 Hakidma Strect Yokdigaim, 2069200, lofael N
m unexplained weight loss Repeated 14-Day (if needed) Hm@
W nausea or vomiting W you may repeat a 14-day course every 4 months
 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 A c’ d R Edu CEI'
m warfarin, clopidogrel or cilostazol (blood-thinning medicines) m children under 18 years of age: ask a doctor. Heartburn in children
m prescription antifungal or anti-yeast medicines may sometimes be caused by a serious condition. -
m diazepam (anxiety medicine) - - SWALLOW - DO NOT CHEW 42 Tabl ets
m digoxin (heart medicine) Other information /
m tacrolimus or mycophenolate mofetil (immune system medicines) m read the directions and warnings before use )
W prescription antiretrovirals (medicines for HIV infection) m keep the carton. It contains important information. CoatodWith . Three 14-day courses of treatment
\ m methotrexate (arthritis medicine) p | m store at 20-25°C (68-77°F) and protect from moisture > Wildberry Mint Flavor 3 BOTTLES INSIDE
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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 Helvetica 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
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Safety Feature - > o ; :
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Do not use if oo o sl
printed tablet Do no 0 0 a d veg
blister unit is
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NDC 00000-000-00
Bonus Pack! 14 Free
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parth Treats Frequent Heartburn!
Occurring 2 Or More Days a Week
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Coated with
Wildberry Mint Flavor Three w0 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

LEADING: 6.5 and 6.7 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

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

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

1 to 4 days for full effect

Use wmireats 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 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

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

Ask a doctor before use if you have

serious condition.

u frequent chest pain

m frequent wheezing, particularly with heartburn
W unexplained weight loss

W nausea or vomiting

m stomach pain

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

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

W prescription antiretrovirals (medicines for HIV infection)
m methotrexate (arthritis medicine)

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

m tacrolimus or mycophenolate mofetil (immune system medicines)

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
o do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
R ted 14-Day (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
m keep the carton. It contains important information.

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

Reference ID: 4174190

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 commentis?
1-800-719-9260

Made in Israel

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

Coated with

Bonus Pack! 14 Free

DIE CUT
WINDOW = WINDOW & WINDOW

Wildberry Mint Flavor

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

DIE CUT DIE CUT

I9
F 2@@@

Acid Reducer
SWALLOW - DO NOT CHEW

42 28 Tablets

Three Jw0 14-day courses of treatment
3 #BOTTLES INSIDE

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

000000000

RS

LOT NO.

EXP.
:401D7 FA C4-D

00000700000

GCODE AREA

STANDARD FORMAT

TYPE SIZES:
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TITLE (continued): 8 pt Helvetica Neue 77 Bold Condensed Oblique
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Coated with
Wildberry Mint Flavor Three Jwo 14-day courses of treatment
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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 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

Reference ID: 4174190 sl 4-27-17
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Final Printed Labeling

NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

L
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Drug Facts Drug Facts (continued)
Active Ingredlent (ln each tablev 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 or niore 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 | 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

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)
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.
Rer 114-Day (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 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.

42 Tablets (Bottle Carton)
|

Drug Facts (continued)

Inactive ingredients
benzyl alcohol, carmine, carnauba wax,

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

FD&C blue #2/indigo carmine aluminum lake,

Questions or comments?
1-800-719-9260

Made in Israel

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

Bonus! 14 Free

DIE CUT
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Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

DIE CUT DIE CUT
WINDOW @ WINDOW

F @mg

Acid Reducer
SWALLOW - DO NOT CHEW

Coated with

42 28 Tablets

Three Jw0 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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m methotrexate (arthritis medicine) P | m store at 20-25°C (68-77°F) and protect from moisture S Wildberry Mint Flavor
L
\ / LOT NO.
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STANDARD FORMAT
TYPE SIZES:

Reference ID: 4174190

LEADING: 6.5 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

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 Gondensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed

TEXT: 6 pt Helvetica Neue 57 Condensed

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

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets
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Coated with
Wildberry Mint Flavor Three 14-day courses of treatment
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Reference ID: 4174190

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 Helvetica Neue 57 Condensed

LEADING: 6.5 and 6.7 pt

BULLETS: 5 pt Square with 2 M'S spacing hetween statements
TELEPHOMNE #: 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)

42 Tablets (Bottle Carton)
1

NDC 0000-000-00

000000000
.
C S
Drug Facts Drug Facts (continued)
Active ingredient (in each tablef) Purpose | Stop use and ask a doctor if m your heartburn continues or worsens

/

OMEPrazole 20 MP......ouvvorrerrreenr e eeeesss e sessneees e 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
1to 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 condmon

m heartburn with li ledi g or d

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

| 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)

| 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)

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
H 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,
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 3

Made in Israel

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

Coated with

DIE CUT
WINDOW i WINDOW B WINDOW

Wildberry Mint Flavor

28 + 14 FREE

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

DIE CUT DIE CUT

F 2@1@

SWALLOW - DO NOT CHEW

42 Tablets

Three 14-day courses of treatment
3 BOTTLES INSIDE

000000000

Reference ID: 4174190

00000"00000

LOT NO.

EXP.
140107 FA CY-C

LODE 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 bet tat it
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt

L
Safety Feature -
Do not use if printed
seal under cap is
broken or missing.
-
4-27-17



Final Printed Labeling

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

¥-hl ¥4 5500k :

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Acid Reducer

SWALLOW - DO NOT CHEW
42 Tablets

Three 14-day courses of treatment

Coated with

Wildberry Mint Flavor

STANDARD FORMAT

TYPE SIZES:
TITLE: 10 pt Helvatica Heus 77 Bokd Condensad Oblique
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Final Printed Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

42 Tablets (Bottle Carton)
1
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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
OMEPFazolE 20 MU...v..erorreeeseesvevessvers e seeseessessses s sene s Acid reducer | M you need to take this product for more than 14 days

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

o 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

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 g or di

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

| unexplained weight loss

W nausea or vomiting

m stomach pain

Ask a doctor or pharmacist before use if you are taking

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

m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

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

m methotrexate (arthritis medicine) »

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

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
u 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.

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

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 »

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

Coated with

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

Wildberry Mint Flavor

4

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 a:
spicy, fatty or fried foods, chocolate, caffel
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 Heartburn!
Occurring 2 Or More Days a Week

7 @@mg

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.

—
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TEXT: 6 pt Helvetica Neue 57 Gondensed
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BULLETS: 5 pt Sq with 2 M'S spacing bety statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
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Final Printed Labeling

NDA 22-032
Omeprazole Delayed Release Tahlets, 20 mg (Wildberry Mint)
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Reference ID: 4174190
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TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique
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NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

42 Tablets (Bottle Carton)
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st 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 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

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

m methotrexate (arthritis medicine) »

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

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

/

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

Tr iple Pack rhree 14-day courses of treatment

DIE CUT
WINDOW & WINDOW @ WINDOW

Wildberry Mint Flavor

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

DIE CUT DIE CUT

F 2@@@

SWALLOW - DO NOT CHEW

42 Tablets

Three 14-day courses of treatment
3 BOTTLES INSIDE
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TITLE (continued): 8 pt Helvetica Neue 77 Bold Condensed Oblique
(continued) 8 pt Helvetica Neue 57 Condensed
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TEXT: 6 pt Helvetica Neue 57 Condensed
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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 (Wildberry Mint)
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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 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 g or di

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

m frequent chest pain

m frequent wheezing, particularly with heartburn

m unexplained weight loss

W nausea or vomiting

m stomach pain

Ask a doctor or pharmacist before use if you are taking

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

m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

m tacrolimus or mycophenolate mofetil immune system medicines)

m prescription antiretrovirals (medicines for HIV infection)

m methotrexate (arthritis medicine) »

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
o 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.
Rey d 14-Day (if led)
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.

Drug Facts (continued)

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

value Pack!
3-14 Tablet Bottleg

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 commenis?
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 »
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Made in Israel

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

Coated with

DIE CUT
WINDOW

DIE CUT
WINDOW B WINDOW

= Treats Frequent Heartburn!

Occurring 2 Or More Days a Week

DIE CUT

Ja TS @@mq

SWALLOW - DO NOT CHEW

Wildberry Mint Flavor

42 Tablets

Three 14-day courses of treatment
3 BOTTLES INSIDE

Safety Feature -
Do not use if printed
seal under cap is
broken or missing.
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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 Helvetica Neue 57 Condensed

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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