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Omeprazole Delayed

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

Tablets 20mg

FDA Approved ST

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole Dela y' 0]

14 Tablets

One 14-day course of treatment

000000000

T @Mﬂ

Oexce| Pharma Technologies Lid. Made in lerasl
10 Hakidma Street, Yokneam, 20692, lsrasl

Tips for Managing Heartburn

m Do not lie flat or bend over after eating

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

m Raise the head of your bed

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

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking
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Proposed Draft Labeling

NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg
14 Tablets (Bottle Carton)
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Drug Facts (continued) Drug Facts (continued)
m prescription antifungal or anti-yeast medicines m children under 18 years of age: ask a doctor.
l diazepam (anxiety Mdﬂﬁ) m digoxin (heart medicine) Heartburn in children may sometimes be
) caused by a serious condition.
I prescription amketrovlrals (medicines for HIV infection) Sther Information
Stop use and ask a doctor if m read the directions and wamings before use
' your heartbum continues or worsens mkeep the carton. It contains important
m you need to take this product for more than 14 days information.
myou need to take more than 1 course of treatment every 4 months m store at 20-25°C (68-77°F) and protect
m you get diarrhea from moisture
If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdose, get medical help iﬁﬁ&’,’:&”ﬁm .
or contact a Poison Control Center right away. (1-800-222-1222) yellow, hypromelloss, hypm'm'!kse acetate
Directions succinate, lactose monohydrate,
m for adults 18 years of age and older monoethanolamine, propylene glycol, sodium
m this product is to be used once a day (every 24 hours), laury! sulfate, sodium starch glycolate,
every day for 14 days sodium stearate, sodium stearyl fumarate,
m it may take 1 to 4 days for full effect; some people get talc, titanium dioxide, triethyl citrate
complete relief of symptoms within 24 hours C Questions or comments?
14-Day Course of Treatment 1-800-719-9260
mswallow 1 tablet with a glass of water before eating in Tips for Managing Heartbum
the
.tmmwm“ms m Do not lie fiat or bend over after eating
m do not take more than 1 tablet a day 1 Donot wear tight-iting clothing around
mdo not use for more than 14 days unless directed by m Do not eat before bedtime
s o whale. Do o chew or crush tabets m Raise the head of your bed
: m Avoid heartbum-causing foods such as rich,
Repeated 14-Day Courses (if needed) spicy, fatty or fried foods, chocolate, caffeine,
myou may repeat a 14-day course every 4 months alcohol and certain fruits and vegetables
m do not take for more than 14 days or more often m Eat slowly and avoid big meals
than every 4 months unless directed by a doctor | 3 m If overweight, lose weight  m Quit smoking

Safety Feature -

Do not use if
M3 printed seal under

ChNoIOQ S cap is broken

o or missing.

4 |

FDA Approved

DIE CUT
WINDOW

Treats Frequent Heartburn!
Occuming 2 Or More Days a Week

Release Table-ts my

Acid Reducer

14 Tablets
One 14-day course of treatment

Warnings

Drug Facts

Active Ingredient (In each table) Purpose

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

Use

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

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

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

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

Ask a doctor before use if you have

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

m heartbum with lightheadedness,
sweating or dizziness

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

mfrequent chest pain

m frequent wheezing, particularly with heartbum

m unexplained weight loss

mnauseaor vomiting m stomach pain

Ask a doctor or pharmacist before use if

you are taking  m warfarin, clopidogrel or

cilostazol (blood-thinning medicines)
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Omeprazole Delayed
Release Tablets 20mg

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Safety Feature -
Donotuseif
printed tablet
blister unitis
openortorn.

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

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

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

(b) (4)
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Omeprazole Delayed
Release Tablets 20mg

Safety Feature -
Donotuseif
printed tablet
blister unitis
openortorn.

0000"00000

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

after eating
m Do not wear tight-fitting dlothing

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

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

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

e — —
i FDA Approved
¥ £
2 3 —§
o 2 e Treats Frequent Heartburn!
: L
© F o
5 n
g3
é g 3 2
n | °f 3 N
(=] BE S
S ' Q8
~ > =
z R ~ \
> | Releaselablets¥20ny, S
n g S 9
. o
= Acid Reducer g %
(=S
Q 28 Tablets
Two 14-day courses of treatment
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Omeprazole Delayed
Release Tablets 20mg

Safety Feature -
Donotuseif
printed tablet
blister unitis
openortorn.

Tips for Managing Heartburn

m Do not lie flat or bend over

after eating

0000"00000

Bonus pack! 14 Free

m Do not wear tight-fitting dlothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

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

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

Releaselablets¥20ny,

28 14 Tablets

Two On€ 14-day courses of treatment

NDC 00000-000-00

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

after eating

0 0000”0000

m Do not wear tight-fitting dlothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Safety Feature -
Donotuseif
printed tablet
blister unitis
openortorn.

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

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

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

— ]
o5 Bonus! 14 Free
8 _gn = Occurring 2 Or More Days a Week
= g g
g
1 Bs
o 5B = a
= ig S
- Q &
= 2
LS
s -, 1 5 r—
> f Releasellablets¥20ny, S
n g S @
. Q
= cid Reducer g %
Q<
Q 28 14 Tablets
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NDA 22-032
Omeprazole Delayed Release Tahlets, 20 mg

000000000 28 Tablets (Bottle Carton)
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L
Tips for Managing Heartburn
Z AN 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 dlothing aleohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking
Drug Facts (confinued) Drug Facts Gorfinued) FDA Approved Drug Facts
Ask a doctor or pharmacist before use if you are taking 0 inf tio) Active inaredient Pur
m warfarin, clopidogrel or cilostazol (blood-thinning medicines) ther information . g pose
m prescription antifungal or anti-yeast medicines o W the directions and wamings (in each tablet)
m diazepam (anxiety medicine) ore use Omeprazole 20 mq................. Acid reducer
m digaxin (heart medicine) [ ] :(:fep the ﬂ:nmm It contains important Use
m tacrolimus (immune system medicine) lormation.
m prescription antiretrovirals (medicines for HIV infection) m store at 20-25°C (68-77°F) and protect L] mm":wgmm foceurs 2 or
Stop use and aska doctor if _m your heartburn confinues or worsens from moighure ot
— = m not intended for immediate relief of
m you need to take this product for morz‘man 14 days Inactive ”,gred'en's heartbum; this drug may take 1 to 4 days
:;3 mm more than 1 course of treatment every 4 months camauba wax, feric oxide red, ferric oxide for full effect
yellow, hypromellose, hypromellose acstate " Worr
If pregnant or breast-feeding, ask a heafth professional before use. succinate, lactose monohydrate, A'lvlfm":grf: Donot s f gl
Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control Center monoethanolamine, propylene glycol, ® onﬂ‘ler”a:m use if you are allergic
right away. (1-800-222-1222) sodium lauryl sulfate, sodium starch $
g'.n ww glycolat msroy‘dum tearate, sodium stearyl Treats Frequent Heartburn! Do not use f you have trouble or pain L
Directions fumarate, talc, titanium dioxide, Occurring 2 Or More Days a Week com swallowing food, vomiting with blood, or
m for adults 18 years of age and older triethyl citrate bloody or black stools. These may be signs
m this product is to be used once a day (every 24 hours), every day for 14 days - of a serious condition. See your doctor.
mit may take 1 to 4 days for full effect; some people get complete relief of symptoms within 24 hours ( Questions or comments? ) ) i~ ) Ask a doctor before use if you have
14-Day Course of Treatment 1-800-719-9260 e a ye m had heartburn over 3 months. This may
u g(:'ow 1 E:FB'LW?: :ﬂ glass of water before eating in the moming ¢ be a sign of a more serious condition.
m take every day for 14 days Safety Feature - Do not use if printed ) P T y (9) m heartbum with lightheadedness,
S e e e e e s Releasellablets e g
m do not use for more than 14 days unless directed by your doctor - - m chest pain or shoulder pain with shortness
m swallow whole. Do not chew or crush tablets Made in Israel of breath; sweating; pain spreading to
Repeated 14-Day Courses (if needed) i arms, neck or shoulders; or lightheadedness
m you may repeat a 14-day course every 4 months Manufactured by: . A Ci d R educer m frequent chest pain
m do not take for more than 14 days or more often than every 4 months unless directed by %ml ”?'"‘f{i‘;“"z%?;g'iﬁ Lfdl. 28 Tablets m frequent wheezing, particularly with
a doctor ma Stree! am, , Isragl heartbum
m children under 18 years of age: ask a doctor. Heartburn in children may sometimes be caused - m unexplained weight loss
by a serious condition. > Two 14 day COUTSGZ g#fémﬂegé m nausea or vomiting  m stomach pain P>
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Proposed Draft Labeling

NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg
28 Tablets (Bottle Carton)
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 digaxin (heart medicine)

m tacrolimus (immune system medicine)

m prescription antiretrovirals (medicines for HIV infection)

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

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

m you get diarthea

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control Center
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
mit may take 1 to 4 days for full effect; some people get complete relief of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the moming
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew or crush tablets
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every 4 months unless directed by
a doctor
m children under 18 years of age: ask a doctor. Heartburn in children may sometimes be caused

by a serious condition. >

Al

000000000

Drug Facts (continued)

Other information

m read the directions and wamings
before use

m keep the carton. It contains important
information.

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

Inactive ingredients

camauba wax, ferric oxide red, ferric 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 Pharma Technologies Lid,
10Hakidma Street, Yokneam, 20692, Israel

_W

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

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

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

Bonus pack! 14 Free

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Welayed
Tabletsy20ny|

Acid Reducer

28 14 Tablets
Two Onre 14-day courses of treatment

& |

Drug Facts
Active ingredient
(in each tablet)

Omeprazole 20 mg.

Use

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

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

Warmings

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

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

Ask a doctor before use if you have

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

m heartbum with lightheadedness,
sweating or dizziness

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

m frequent chest pain

m frequent wheezing, particularly with
heartbum

m unexplained weight loss
m nausea or vomiting  m stomach pain P>
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg

28 Tablets (Bottle Carton)
L 1

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)

] dlgm(in (heart medicine)

i

ata "
m prescription mtlretmvlrals (mediclnes for HIV infection)

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

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

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

m you get diarrhea

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

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

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

.|
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Drug Facts (continued)

Other information

m read the directions and wamings
before use

m keep the carton. It contains important
information.

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

Inactive ingredients

camauba wax, ferric oxide red, ferric axide
yellow, hypromellose, hypromellose acetate
succinate, lactose monohydrate,
monoethanolamine, propylene glycol,
sodium lauryl sulfate, sodium starch
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 Pharma Technologies Lid,
10 Hakidma Street, Yokneam, 20692, 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

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

Treats Frequent Heartburn! \
Occurring 2 Or More Days a Week com

Tablets ﬂzm;q

Acid Reducer

28 14 Tablets
Two Or€ 14-day courses of treatment

Drug Facts

Active ingredient  Purpose

(in each tablef)

Omeprazole 20 mq................. Acid reducer

Use

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

mnot intended for immediate relief of

heartbum; this drug may take 1 to 4 days
for full effect

Warnings

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

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

Ask a doctor before use if you have

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

m heartbum with lightheadedness,
sweating or dizziness

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

m frequent chest pain

m frequent wheezing, particularly with
heartbum

m unexplained weight loss

m nausea or vomiting  m stomach pain P>
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Tips for Managing Heartburn
Safety Feature - m Do not lie flat or bend over m Avoid heartburn-causing foods such as rich,
Do not use If after eating : . spicy, fatty or fried foods, chocolate, caffeine,
e e
opene;:l tnom? m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking
P —
g Lo= NDC 00000-000-00
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= §2E Treats Frequent Heartburn!
3 533 Occurring 2 Or More Days a Week
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Omeprazole Delayed Release Tablets, 20 mg
42 Tablets
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Tips for Managing Heartburn
Safety Foature - m Do not lie flat or bend over m Avoid heartburn-causing foods such as rich,
Do not use If after eating spicy, fatty o fried foods, chocolate, caffeine,
printed tablet m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
blister unitis around the stomach m Eat slowly and avoid big meals
open or tom. m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking
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Safety Feature -
Do not use If
printed tablet
blister unitis
open or torn.

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

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

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

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking
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Release Tablets 20mg

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

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

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

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

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

TI‘ iple P ack Three 14-day courses of treatment

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week
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Proposed Draft Labeling

\

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
42 Tablets (Bottle Carton)
L I
|
L
Tips for Managing Heartbum
2 AN m Do not lie fiat or bend over m Avoid heartbum-causing foods such as rich,
( ‘> after eating spicy, fatty or fried foods, chocolate, caffeine,
m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals

m Do not eat before bedtime m If overweight, lose weight

m Raise the head of your bed m Quit smoking
Drug Facts Drug Facts (continued) Drug Facts (continued) FDA Approved Treats Frequent Heartbum!
Active ingredient (in each tablet) Purpose | Stop use and ask adoctor if m your heartburn continues or worsens Inactive ingredients Occurring 2 Or More Days a Week
Omeprazole 20 mg Acid reducer | m you need to take this product for more than 14 days carnauba wax, ferric oxide red, ferric oxide Safety Feature -

m you need to take more than 1 course of treatment every 4 months yellow, hypmrr'lellose hypmme'ilose acetate Do not use If printed
Ushgm frequent hearlburn (occurs 2 & " myou get diahea succinate, lactose monohydrate seI:: ul:,s:er cp;pnls
W ireas freque IM {0CCUIS £ OF (NS days a wee If pregnant or breast-feeding, ask a health professional before use. monoethanolamine, propylene glycol,
ot Intended or immedtats ellf of heartour; this drug may take Keep out of reach of children. In case of overdose, get medical help or sodium lauryl suifate, sodium starch broken or missing
ys contact a Poison Control Center right away. (1-800-222-1222) glycolate, sodium stearate, sodium stearyl
Wamings Di - , talc, titanium dioxide,
irections triethyl citrate
Allergy alert: Do not use if you are allergic to omeprazole ' for adults 18 years of age and older thyl -
Do not use if you have trouble or pain swallowing food, vomiting with m this product is to be used once a day (every 24 hours), every day for ( Questions or comments?
blood, or bloody or black stools. These may be signs of a serious 14 days 1-800-719-9260
condition. See your doctor. m it may take 1 to 4 days for full effect; some people get complete relief
Ask a doctor before use if you have of symptoms within 24 hours Made in Israel
m had heartburn over 3 months. This may be a sign of a more 14-Day Course of Treatment . L
serious condition. m swallow 1 tablet with a glass of water before eating in the moming Manufactured by:
m heartbum with lightheadedness, sweating or diziness m take every day for 14 days Dexcel PharmaTechnologies Lid.
m chest pain or shoulder pain with shortness of breath; sweating; m do not take more than 1 tablet a day 10 Hakidma Street, Yokneam, 20692, Israel
pain spreading to arms, neck or shoulders; or lightheadedness m do not use for more than 14 days unless directed by your doctor

m frequent chest pain m swallow whole. Do not chew or crush tablets
m frequent wheezing, particularty with heartburn Repeated 14-Day Courses (if needed) ‘ 16, G, ‘ n? |
m unexplained weight loss m you may repeat a 14-day course every 4 months i ! - j ‘ | g
W nausea or vomiting m do not take for more than 14 days or more often than every
m stomach pain 4 months unless directed by a doctor -
Ask a doctor or pharmacist before use if you are taking ' children under 18 years of age: ask a doctor. Heartburn in children Acid Reducer
m warfarin, clopidogrel or cilostazol (blood-thinning medicines) may sometimes be caused by a serious condition.
m prescription antifungal or anti-yeast medicines - - 42 Tablets
S a0 T —
m digoxin (heart medicine) [ ] e directions and warnings use
m tacrolimus (immune system medicine) m keep the carton. it contains important information. Th ree 1 4‘day courses Of tl'eatment
m prescription antiretrovirals (medicines for HIV infection) p | m store at 20-25°C (68-77°F) and protect from moisture > 3 BOTTLES INSIDE
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
42 Tablets (Bottle Carton)
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Drug Facts Drug Facts (continued) Drug Facts (continued) Trlple Pack Three 14-day courses of treatment Treats Frequent Heartbum!
Active ingredient (in each tablet) Purpose | Stop use and ask adoctor if _m your heartburn continues or worsens Inactive ingredients Occurring 2 Or More Days a Week
Omeprazole 20 mg Acid reducer | m you need to take this product for more than 14 days carnauba wax, ferric oxide red, ferric oxide
Tse :;x gng?: m more than 1 course of treatment every 4 months yellow, hypromellose, hypromellose acetate

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

Warnings

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

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

Ask a doctor before use if you have

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

m heartbum with lightheadedness, sweating or dizziness

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

m frequent chest pain

m frequent wheezing, particularly with heartburn

m unexplained weight loss

W nausea or vomiting

m stomach pain

Ask a doctor or pharmacist before use if you are taking

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

m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

m tacrolimus (immune system medicine)

m prescription antiretrovirals (medicines for HIV infection) >

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

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

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

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

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

succinate, lactose monohydrate,
monoethanolamine, propylene glycol,
sodium laury! sulfate, sodium starch
glycolate, sodium stearate, sodium stearyl
fumarate, talc, titanium dioxide,

triethyl citrate

( Questions or comments?
1-800-719-9260

DIE CUT
WINDOW

Made in lsrael

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

DIE CUT DIE CUT
WINDOW i WINDOW

Acid Reducer

42 Tablets
Three 14-day courses of treatment

Safety Feature -
Do not use If printed
seal under cap Is
broken or missing
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
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Drug Facts Drug Facts (continued) Drug Facts (continued)
Active ingredient (in each tablet] Purpose | Stop use and ask a doctor if m your heartburn continues or worsens . P
ogmpmmego mg ( ) d”.;f’m, m you need to take this product for more than 14 days ,{m{)’ﬁg"gﬂeg oflgetfed, fermic oxide

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

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

Warmings

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

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

Ask a doctor before use if you have

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

m heartbum with lightheadedness, sweating or dizziness

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

m frequent chest pain

m frequent wheezing, particularly with heartburn

m unexplained weight loss

W nausea or vomiting

m stomach pain

Ask a doctor or pharmacist before use if you are taking

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

m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

m tacrolimus (immune system medicine)

m prescription antiretrovirals (medicines for HIV infection) >

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

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

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

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

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

yellow, hypromellose, hypromellose acetate
succinate, lactose monohydrate,
moncethanolamine, 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 lsrael

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

—

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

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

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

Bonus pack! 14 Free

Treats Frequent Heartbum!
Occurring 2 Or More Days a Week

Acid Reducer

Three Two 14-day courses of treatment

42 28 Tablets

3 2 BOTTLES INSIDE

Safety Feature -
Do not use If printed
seal under cap Is
broken or missing
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
42 Tablets (Bottle Carton)
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Tips for Managing Heartbum
a AN m Do not lie fiat or bend over m Avoid heartbum-causing foods such as rich,
( > after eating spicy, fatty or fried foods, chocolate, caffeine,
m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals

m Do not eat before bedtime m If overweight, lose weight

m Raise the head of your bed m Quit smoking
Drug Facts Drug Facts (continued) Drug Facts (continued) Bonus! 14 Free Treats Frequent Heartbum!
Active ingredient (in each tablet) Purpose | Stop use and ask adoctor if m your heartburn continues or worsens Inactive ingredients Occurring 2 Or More Days a Week
Omeprazole 20 mg. Acid reducer | m you need to take this product for more than 14 days carnauba wax, ferric oxide red, ferric oxide Safety Feature -

Tse m you need to take more than 1 course of treatment every 4 months yellow, hypromellose, hypromellose acetate Do not use If printed
m treats frequent heartburn (occurs 2 or mare days a week) ;zmﬂ o hn:ast Teeding, ask a health professional before use. mﬁﬂ%'ﬂﬁm seal under cap IS
m not ntended ot immedtate ellef of heartburn; this drug may take | Keep out of reach of children. In case of verdose, get medica help or sodium laury sulfate, sodium starch broken or missing
ys contact a Poison Control Center right away. (1-800-222-1222) glycolate, sodium stearate, sodium stearyl
WQmings Di - fumarate, talc, titanium dioxide,
irections triethyl citrate
Allergy alert: Do not use if you are allergic to omeprazole w for adults 18 years of age and older thyl -
Do not use if you have trouble or pain swallowing food, vomiting with m this product is to be used once a day (every 24 hours), every day for ( Questions or comments?
blood, or bloody or black stools. These may be signs of a serious 14 days 1-800-719-9260
condition. See your doctor. m it may take 1 to 4 days for full effect; some people get complete relief
Ask a doctor before use if you have of symptoms within 24 hours Made in Israel
m had heartburn over 3 months. This may be a sign of a more 14-Day Course of Treatment . -
serious condition. m swallow 1 tablet with a glass of water before eating in the moming Manufactured by:
m heartbum with lightheadedness, sweating or dizziness m take every day for 14 days Oexcel PharmaTechnalogies Lid.
m chest pain or shoulder pain with shortness of breath; sweating; m do not take more than 1 tablet a day 10 Hakidma Street, Yokneam, 20692, Israel
pain spreading to arms, neck or shoulders; or lightheadedness m do not use for more than 14 days unless directed by your doctor

m frequent chest pain m swallow whole. Do not chew or crush tablets
m frequent wheezing, particularty with heartburn Repeated 14-Day Courses (if needed) ayyel= !
m unexplained weight loss m you may repeat a 14-day course every 4 months ¢ - (OAS ) NI
W nausea or vomiting m do not take for more than 14 days or more often than every
m stomach pain 4 months unless directed by a doctor .
Ask a doctor or pharmacist before use if you are taking ' children under 18 years of age: ask a doctor. Heartburn in children Acid Reducer
m warfarin, clopidogrel or cilostazol (blood-thinning medicines) may sometimes be caused by a serious condition.
m prescription antifungal or anti-yeast medicines - = 42 28 Tablets
m diazepam (anxiety medicine) mmmﬁ"g?"g;"ﬂ —
m digoxin (heart medicine) mre e directions and warnings use
m tacrolimus (immune system medicine) m keep the carton. It contains important information. Th ree IWU 1 4‘day courses Of treatment
m prescription antiretrovirals (medicines for HIV infection) p | m store at 20-25°C (68-77°F) and protect from moisture I 3 ZBOTTLES INSIDE
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