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Omeprazole Delayed Release Tablets, 20 mg

NDA 22-032

14 Tablets (Blister Foil)
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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
20mg
Acid reducer
Push tablet through foil.
Dexcel Pharma
Technologies Ltd
10 Hakidma Street,
Yokneam 2069200, Israel
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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
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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Omeprazole Delayed Release Tablets, 20 mg

Proposed Draft Labeling
NDA 22-032

14 Tablets (Bottle Label)
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TYPE SIZES:
TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique
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Omeprazole Delayed Release Tablets, 20 mg
14 Tablets (Inner Carton)
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Treats Frequent Heartburn!
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Omeprazole

or More Days a Week

tielayed release tablets 20 my

acid reducer

14 TABLETS

One 14-day course of treatment
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Reference ID: 4179522

Tips for Managing Heartburn

m Do not lie flat or bend over after eating

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

m Raise the head of your bed

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

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking
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m Do not lie flat or bend over after eating m Avoid heartbum-causing foods such as rich, spicy, fatty or fried foods, lot number and
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Omeprazole Delayed
Release Tablets 20my

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Safety Feature - Do not
use if printed tablet
blister unit s open or tom.

Compare to Prilosec 0TC®*

Omeprazole Dela yed

Acid Reducer

14 Tablets

One 14-day course of treatment
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Safety Feature - Do not use if printed
seal under cap is broken or missing.
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l‘):ll‘lﬂ ::::(c:ﬂwmm - - Drug Facts (continued) ompare to Prilosec 0 Drug Facts
a Or pharma use If you are taking: m children under 18 years of age: ask a doctor.
mwartarin, clopidogrel o cilostazol (blocd-thinning medicines) Heartoum i childen may sometimes be Active ingredient Purpose
mprescription antifungal o anti-yeast medicines caused by a serious condition, (ineach tablet)
mdiazepam (anxiety medicine) ~mdigoxin (heart medicine) DC 0000-000-00 Omeprazole 20 MQ.................... Acid reducer
mtacrolimus or mycophenolate mofetl (immune system medicines) m gg;?"mm P Use
m prescription antretrovirals (medicines for HIV infection) D l E cu T
ekt s e e B B —
Stop use and ask a doctor it m your heartbumn continues or worsens moisture ) p w, N D o w m not intended for immediate relief of heartburn;
myou need to take this product for more than 14 days thisdrug may take 1 to 4 days for full effect
myou need to take more than 1 courss of treatment every 4 months Inactive ingredients camauba wax, ferric
myou getdiarrhea myou develop a rash or joint pain axide re:" ferrie ?tf: yellow, {lsyplme llose, m”;’?& Donotuse fyou aro allrgicto
romelloss acetate succinate, lactose
If pregnant or breast-feeding, ask a health professional before use. m)nchydmb moncethanolamine, propylene omeprazole
Keep out of reach of children. In case of overdase, get medical help or Iycol, sodi m Jauryl sulfate sodlt'lm starch
contact a Poison Control Center right away (1-800-222-1222). giyeo, sodum fauryl sufate, Treats Frequent Heartburn! Donotuse f you have:
alycolate, sodium stearate, sodium stearyl Occurring 2 Or Days a Week mtrouble or pain swallowing food, vomiting with
Directions fumarate, talc, titanium dioxide, triethyl citrate blood, or bloody or black stools
mforadults 18 years of age and older m heartburn with lightheadedness, sweating
mthis productis to be used once a day (every 24 hours), every day for Questions or comments?1-800-719-260 ) - ordiziness
14 days Tips for Managing Heartburn e aye m chest pain or shoulder painwith shortness of
mitmay take 1 to 4 days for full effect; some people get complete relief m Donot lie flat or bend over after eating breath; sweating; pain spreading toarms,
of symptoms within 24 hours m Donot wear tight-fitting clothing around the stomach - - . g ) neck or shoulders; or lightheadedness
14-Day Course of Treatment mDonot eat before bedtime 2C Fa b I@ts m mirequent chestpain
mswallow 1 tablet with a glass of water before eating in the morning m Raise the head of your bed These may be signs of a serious condtion.
mtakocverydy o 4y Gt i s o, o, Acid Reducer St
m do not take more than 1 tablet a day eemhfmllsandv’egatablas' ' Ask a doctor before use if you have:
m do not use for more than 14 days unless directed by your doctor ' Eatslowly and avoid big meals m had heartburn over 3 months. This may be a
m swallow whole. Do not chew or crush tablets. mIf overweight, lose weight - m Quitsmoking sign of a more serious condition.
Repeated 14-Day Courses (i needed) Made n lsrael 14 Tab|etS w frequent wheezing, particulary with heartbum
myou may repeat a 14-day course every 4 months Manufactured by: | m unexplained 'n'ietllgm loss
mdo not take for more than 14 days or more often than every P W Nausea orvomiting
4months unless directed by a doctor p | | Doxcel PharmaTechnologies Lic One 14-day course of treatment | | m stomach pain >
! ! 1 BOTTLE INSIDE
*This product is not
manufactured or
distributed by
Procter& Gamble,
distributor of
Prilosec 0TC®.
0 0
CODE ABEA || ccion o
> lot number and
expiration date
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Compare to Prilosec OTC®*

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Acid Reducer

14 Tablets

\ /
\ One 14-day course of treatment /
=

MODIFIED FORMAT

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

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

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

TEXT: 6 pt Neue 57 d

LEADING: 6.3 and 6.5 pt

BULLETS: 5 pt Square with 2 M'S ing bety

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

- HEAVY LINES: 1.5 pt
Reference ID: 4179522 7-10-17

HAIRLINES: 0.5 pt
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Proposed Draft Labeling

NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg
14 Tablets (Bottle Carton)
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Safety Feature - Do not use if printed
seal under cap is broken or missing.

Drug Facts (continued)

Ask a doctor or pharmacist before use if you aretaking:
mwarfarin, clopidogrel or cilostazol (blood-thinning medicines)
mprescription antifungal or anti-yeast medicines

mdiazepam (anxiety medicine) - m digawin (heart medicine)

m tacrolimus or mycophenolate mofetil jmmune system medicines)
mprescription antiretrovirals (medicines for HIV infection)
mmethotrexate (arthritis medicine)

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

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

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

Drug Facts (continued)

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

FDA
Approved

Other information

m read the directions and wamings before use

m keep the carton. It containsimportant information.

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

DIE CUT
WINDOW

Al

Reference ID: 4179522

Directions

m for adults 18 years of age and older

m this productis to be used once a day (every 24 hours), every day for
14 days

mit may take 1to4 days for full effect; some people get complete relief
of symptoms within 24 hours
14-Day Course of Treatment
mswallow 1 tablet with a glass of water before eating in the moming
mtake every day for 14 days
mdo not take more than 1 tablet a day
mdo not use for more than 14 days unless directed by your doctor
mswallow whole. Do not chew or crush tablets.
Repeated 14-Day Courses (if needed)
myou may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every

4months unless directed by a doctor

Inactive ingredients camauba wax, ferric
oxide red, ferric axide yellow, hypromellose,
hypromellose acetate succinate, lactose
monohydrate, monoethanolamine, propylene
glycol, sodium lauryl sutfate, sodium starch
glycolate, sodium stearate, sodium stearyl
fumarate, talc, titanium dicxide, triethyl citrate

00-000-0000

Occurring 2 Or Days a Week

Treats Frequent Heartburn! |

Questions or comments?1-800-719-9260

Tips for Managing Heartburn
m Do not lie flator bend over after eatin

']
m Do notwear tight-fitting clothing around the stomach

m Do noteat before bedtime

m Raise the head of your bed

mAvoid heartbumn-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

mifoverweight, lose weight  m Quit smoking

Made in Israel

Manufactured by:

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

Release Tablets 2@[&@
14 Tablets

One 14-day course of treatment
1 BOTTLE INSIDE

*This product s not
manufactured or
distributed by
Procter & Gamble,
.
losec OTC®.
0000"00000*" o

LODE AREA

4 |

Drug Facts

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

. Acid reducer

Use

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

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

Warnings
Allergy alert: Donotuse if you are allergic to
omeprazole

Do not use if you have:

m trouble or pain swallowing food, vomiting with
blood, or bloody or black stools

m heartbun 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

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 bea
sign of a more serious condition.

m frequent wheezing, particularly with heartbum
m unexplained weight loss

W nausea or vomiting

m stomach pain >

Location for

915D5 FA C5-F
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1 I I
I
MODIFIED FORMAT
TYPE SIZES:

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

> lot number and
expiration date

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 bety

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

7-10-17
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28 Tablets
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Omeprazole Delayed

Release Tablets 20mg

Safety Feature -
Donotuse if
printed tablet
blister unit is
open or tom.

Tips for Managing Heartbum

m Do not lie fiat or bend over

after eating

00%0

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

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

Compare to Prilosec 0TC®*

NDC 00000-000-00

Releaselablets®20my,

Acid Reducer

28 Tablets

Two 14-day courses of treatment

Reference ID: 4179522

i

“m

STANDARD FORMAT

TYPE SIZES:

(continued) 8 pt

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

TEXT: 6 pt Neue 57 C:

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

TELEPHONE #:6 pt Helvetica Neue 77 Bold Condensed

4-25-17
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expiration date
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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) Drug Facts (continued)

Ask a doctor or pharmacist before use if you 14-Day Course of Treatment

are taking: m swallow 1 tablet with a glass of water before

m varfarin, clopidogrel or cilostazol (blood-thinning eating in the moming
medicines) m take every day for 14 days

m prescription antifungal or anti-yeast medicines m do not take more than 1 tablet a day

m diazepam (anxiety medicine) m do not use for more than 14 days unless directed

m digoxin (heart medicine) by your doctor

m tacrolimus or mycophenolate mofetil (immune m swallow whole. Do not chew or crush tablets.
system medicines) Repeated 14-Day Courses (if needed)

m prescription antiretrovirals (medicines for
HWV infection)
m methotrexate (arthritis medicine)

Stop use and ask a doctor if:

myour heartbum continues or worsens

myou need to take this product for more than 14 days

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

myou get diarhea  myou develop a rash or joint pain

myou may repeat a 14-day course every 4 months

mdo 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.

If pregnant or breast-feeding, ask a heafth
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).

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

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

Inactive ingredients

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

Questions or comments?1-800-719-9260

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

Made in Israel

Manufactured by:

Dexcel PharmaTechnologies Ltd
10 Hakidma Street, Yokneam 2069200, Israel

gooooooo00

Reference ID: 4179522

Tips for Managing Heartburn

m Do not lie flat or bend over
after eating

m Do not wear tight-fitting clothing
around the stomach

= Do not eat before bedtime

m Raise the head of your bed

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

NDC 0000-000-00

Y ¥ |

m Avoid heartbum-causing foods such as rich,

spicy, fatty or fried foods, chocolate, caffeine,

m If overweight, lose weight
m Quit smoking

alcohol and certain fruits and vegetables
m Eat slowly and avoid big meals

Compare to Prilosec 0TC®*

R«elease

Acid Reducer

’

28 Tablets

Two 14-day courses of treatment

2 BOTTLES INSIDE

o *800000 J

0000

“This productis not
manufactured or
distributed by
Procter & Gambke,
distributor of
Prilosec OTC®.

=

915D6 FAC10

LODE AREA

Drug Facts

Active ingredient Purpose
( n each labler)
...................... Acid reducer
Use
m treats frequent heartbum
(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

Warnings

Allergy alert: Do not use if you are allergic

to omeprazole

Do not use if you have:

m trouble or pain swallowing food, vomiting
wiith blood, or bloody or black stools

m heartbumn with lightheadedness,
sweating or dizziness

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

m frequent chest pain

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
asign of a more serious condition.

m frequent wheezing, particularty with heartburn

m unexplained weight loss

m nausea or vomiting  m stomach pain >

Location for

> lot number and
expiration date

STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

(continued) 8 pt Neue 57 Cond

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

TEXT: 6 pt Helveti
LEADING: 6.5 pt
BULLETS: 5 pt Square with 2 M'S sp

Neue 57 Cond d

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

4-25-17
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Omeprazole Delayed
Release Tablets 20mg

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

FDA A pproved Compare to Prilosec 0TC®*

Safety Feature -
Donotuseif
printed tablet
blister unit is
openortorn.

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

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

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Releaselablets®20my,

Acid Reducer

28 Tablets

Two 14-day courses of treatment

Reference ID: 4179522

STANDARD FORMAT

TYPE SIZES:

(continued) 8 pt Helwveti

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

. "

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
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Proposed Draft Labeling

NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg
28 Tablets (Bottle Carton)
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Drug Facts (continued) Drug Facts (continued)
Ask a doctor or pharmacist before use if you 14-Day Course of Treatment
are taking: mswallow 1 tablet with a glass of water before
m warfarin, clopidogrel or cilostazol (blood-thinning eating in the morning
medicines) m take every day for 14 days
m prescription antifungal or anti-yeast medicines m do not take more than 1 tableta day
m diazepam (anxiety medicine) m do not use for more than 14 days unless directed
m digoxin (heart medicine) by your doctor
m tacrolimus or mycophenolate mofetil (immune m swallow whole. Do not chew or crush tablets.
ystem medicines) Repeated 14-Day Courses (if needed)

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

Stop use and ask a doctor if:

m your heartbum continues or worsens

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

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

myougetdiarthea myou develop a rash or joint pain

myou may repeata 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

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

If pregnant or breast-feeding, ask a heafth
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).

Other information
m read the directions and wamings before use

m keep the carton. It contains important information.
mstore at 20-25°C (68-77°F) and protect from moisture

Directions

m for adults 18 years of age and older

m this product is to be used once a day
(every 24 hours), every day for 14 days

m it may take 1 to 4 days for full effect; some
people get complete relief of symptoms within

24 hours I

Inactive ingredients

camauba wax, ferric oxide red, ferric oxide yellow,
hypromellose, hypromellose acetate succinate,
lactose rate, monoethanolamine, propylene
glycol, sodium lauryl sulfate, sodium starch glycolate,
sodium stearate, sodium stearyl fumarate, talc,
titanium dioxide, riethyl citrate

Questions or comments?1-800-719-9260

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

Madein Israel

Manufactured by:

Dexcel PharmaTechnologies Lid
10 Hakidma Street, Yokneam 2069200, Israel

|

Reference ID: 4179522
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Tips for Managing Heartbum
m Do not lie fiat or bend over
after eating
m Do not wear tight-fitting clothing
around the stomach
m Do not eat before bedtime
m Raise the head of your bed

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

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

eleas Tablet 2-.

<

28 Tablets

Two 14-day courses of treatment

2 BOTTLES INSIDE

00-000-0000 2aN

Drug Facts

Active ingredient Purpose
(in each tablet)
2mpmmle P01 1) RN Acid reducer
Use
m treats frequent heartbum

(occurs 2 or more days a week)

m not interided 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:

m trouble or pain swallowing food, vomiting
with blood, or bloody or black stools

m heartburn with lightheadedness,
sweating or diziness

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

m frequent chest pain

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 frequent wheezing, particularly with heartbum
m unexplained weight lass

W nausea orvomiting  m stomach pain

=

o "¥00000%0000

*This product is not
manufactured or
distributed by
Procter & Gamble,
distributor of
Prilosec OTC®.
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Omeprazole Delayed
Release Tablets 20mg

after eating

Il

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Safety Feature -
Donotuseif
printed tablet
blister unit is
openortorn.

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

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

m Eat slowly and awoid big meals

m If overweight, lose weight

m Quit smoking

Compare to Prilosec 0TC®*

ReleaseNablets®20imy,

28 Tablets

Two 14-day courses of treatment
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Omeprazole Delayed Release Tablets, 20 mg

)

Drug Facts (continued) Drug Facts (continued)

Askadnctor or pharmacist before use if you 14-Day Course of Treatment

are taking mswiallow 1 tablet with a glass of water before

[ ] wan‘am clopidogrel or cilostazol (blood-thinning eating in the moming
medicines) m take every dayfor 14 days

m prescription antifungal or anti-yeast medicines mdo not take more than 1 tablet a day

m diazepam (anxiety medicine) mdo not use for more than 14 days unless directed

m digoxin (heart medicine) by your doctor

m tacrolimus or mycophenolate mofetil (immune m swallow whole. Do not chew or crush tablets.
sysizm modicines) Repeated 14-Day Courses (i needed)

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

Stop use and ask a doctor if:

m your heartbum continues or worsens

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

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

m you get diamhea  m you develop a rash or joint pain

W you may repeat a 14-day course every 4 months

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

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

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).

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

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

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

Reference ID: 4179522

000000000
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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 If overweight, lose weight
m Quit smoking

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

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

A cid Reducer

Made in Israel

Manufactured by:

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

2JDelayed
Tablets g

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

Compare to Prilosec 0TC®*

28 Tablets

Two 14-day courses of treatment

2 BOTTLES INSIDE

& |

[T

0000"00000™ o

*This product is not
manufactured or
distributed by
Procter & Gamble,
distributor of
Prilosec OTC®.

Drug Facts
Active ingredient
(in each tablel)
Omeprazole

Purpose

Use

m treats frequent heartburn

(occurs 2 or more days a

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

Warnings

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

Do not use if you have:

mtrouble or pain swallowing food, vomiting
with blood, or bloody or black stools

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
mfrequent chest pain

These may be signs of a serious condition.
See your doctor.

Ask a doctor before use if you have:

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

m frequent wheezing, particularly with heartbum
m unexplained weight loss

mnausea of vomiting  m stomach pain P>

LODE AREA

915D6 FA C5-B

./

Location for

> lot number and
expiration date

STANDARD FORMAT

TYPE SIZES:

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

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

LEADING: 6.5 pt

BULLETS: 5 pt Square with 2 M'S sp g betv sta
TELEPHONE #:6 pt Helvetica Neue 77 Bold Condensed
HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt

7-10-17




Proposed Draft Labeling

Omeprazole Delayed Release Tablets, 20 mg
28 Tablets
— 1 m___
d L
o010 9850JU 440 0NG4S ‘BQWEY P IaP0Y] Aq paNqUISIP 10 PRINIGNUEBW JOUS| Jnpaidsiul
0926-6 12008~} SJUBLLILLIOD 10 SUOIIS3NY
1RG0 |Ayiau} ‘Bppop wnjue ) -
‘oje} ‘epeJeuny |Aeels wnipos ‘ajee s wnipos ' afejoo6 yoses wunpos Bjeyns |Ang unp e ‘|oof b sughdad‘ aupepuByR cLOW Location for
‘8)BIp/Ay ou ow 85 0)3B| '8} EUIINS &JE) 808 8s off 01 dAY ‘aso R wo.dAy ‘mojeA 8 pIX0 U ) Pal 8P 0 AUB) XEM BNBUED lot number and
sjuaipaibui aajoeuj expiration date
(penunuos) spoe4 bug
. — [
A amspowway s pue(d,//-89) 0620z Baoism | < (BURPaY SYLRE) BRXBAO B M
*UOR B0 Ju| JUB PO dLy SUTEJU0D }|*UOLIED By} deey m (Loposjul AJH J0)sauaIpaW) SEJAQB e Widuosaidm
asn alopqsbuiwem puesuopdap ay)peal m || (ssuppau weshs sunwiw) |Rayow 8 3ejouaydodkww Jo SN | el m
uojjeunojul 18y10 ( bMQmIBmmﬂPl
aujapew K ue) wedeazeipm
"UDJIPU0I SNOUBS B Ag POSE 8q S aw BWOS ABwW uaIp|d saujIpaw jseaf-jue Tt!)p;mn;w wpuosgzl
U wngyeay 10j00p & Yse 20E J0 SIeak g| JBpunuapyd m (sauipaw Bujuury -poolq) PzeEo|R 10 RO PP ‘Ul eLEM =
10p0p € fig pe3aalip ssajun sypn w p £ BAa Bupye} 2.8 nok J1asn alogaq }goeunieydo JGI0PE ) sy
UEL) ug@joalow b sepp] ULl 10W D) a)e}jouop m uedyoauosm
m Q apww yABAsasinod fep-y| e padal fewnol m BUYWOA JO B3STEU M
D s (papaou Jj sesino Aeg-i1 paeadby $50) 1Biam pauexaunm
— "SP KEIYSIUD JO MBYI 10U 0 "B0UW MO||EMS I wnqyeay yum Aenoped Buzssym panbaym
8 D J10}00p 1n0AKQq pa1oe.pssajun SABP {7 | UBL) 8.0W Joj 8SN) L 0P "L} PUDI SNOBS ‘
»n =} fep e 18B} | UBUY}2.0W 3B} J0U D M aowe jouliseaq ABWSKL 'SPUOW £ BAOWINUERY PeYm [Ty
5+ B s[xpyuqu&ﬂsn e | :aney nok J1 asn a10( 10J00P B ) Y t
ujwow sy} . -
EI) g Ul BupEe &10j3q 1B J0 SSE(D € UM BIIE} | HO|[BNS M w00 ok ceg ‘”“"‘msm"”".ﬁx?;?,‘;ﬁ:‘.g‘ﬁ,": =
= 5 Wpwyeal] Jo asin0) Keg-y1 ssaLp epBay ) 0 ‘SIEpNays Jo Yo ‘Swe o} Bupealds ued
_ SIN0Y 12 Uy SwojdwiAs o Jajal ‘BuEams ‘YIBa1q)0 San0ys 1M uled Jpnots Jo ued 1S3y m kg
% ] apwod }eb gdoad awos WOINNWDWH;‘W’BWII ssauzzip 10 Bugeams ‘ssaupapeaupyBy| Y M uNqLEsYy m =
B ¥ |0} §]0018 4B -
& fep fiana ‘(sinoy 1 Aiere) fep €80W0 pesn &g 03s)inpod siy @ | o fpooy Jo‘poaq um Buwoa ‘pooy Bumogems uied Josgnosm g g =
QD Bpjopue abe p smeak g|synpe Joj m @aeynof yasnjouog x:g— “
8 § Suojjoaliq ajpzexowo o} 26ig e aenok yasn jou og :pse Aia)y =1
é Q g '(zm-zzgm& 1) ABME U5 1 188D [0 JUOSPd ww‘t’mo sbujusem K
&) ah ‘asopiar 0 88D U] "UAIPY9 0 LpEal Jo Mo daa
&y [eajpaw] paop Ul uaIppyo p p ‘98’:1810]9: s ' 188 Inj0)shep 0} | aye) gg
[uoissaj0. Uyeay BYse ‘Buipe aj-sealq Jo ueubasd J W OnP Sy} -wnquesy 40 J91BJ 8161 PSLULL | 10} papuan] joum D; =
umpdjuid Joyselre dopaspnof m eayuelp 18Bnok m bpame skep 40Z $ina00) uinqueay wantay m;;; = ‘§ g
SUIUOW ¢ AIans BB} 8SIN0D | UBLY 810W 8Xe} 0} pesu NoA m > 3]
shepy| ueyjaiau nlpmudqm“molpwum- 180rpal pRY’ fuw 0z g @rIdawgn § % _§ ﬁ
SUBSIOM J0 SBNUIL0D WNG)E &Yy nok m
)1 D)20p € yse pue asn dojs asodind (131qe) yoea uy) Juaipaibul anyoy = 5 g 3 8
(panuguod) spoe4 bnig sjoed bnig §582 2
e — — L
L I —— ]

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! 14 Free Compare to Prilosec 0TC®*

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

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

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

Releaselablets¥20my;

28 14 Tablets

Two On€ 14-day courses of treatment

& |

I

i
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Proposed Draft Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg

28 Tablets (Bottle Carton)

L !

Drug Facts (continued)

Drug Facts (continued)

Ask a doctor or phammacist before use if you
are taki

ing:
m viarfarin, clopidogrel or cilostazol (blood-thinning
medicines)
m prescription antifungal or anti-yeast medicines
m diazepam (anxiety medicine)
m digoxin (heart medicine)
mtacrolimus or mycophenolate mofetil (immune
system medicines)
m prescription antiretrovirals (medicines for
HNV infection)
m methotrexate (arthritis medicine)

Stop use and ask a doctor if:

myour heartburn continues or worsens

myou need to take this product for more than 14 days

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

myougetdiarhea m you develop a rash or joint pain

14-Day Course of Treatment

m swallow 1 tablet with a glass of water before
eating inthe 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)

myoumay 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

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

If pregnant or breast-feeding, ask a heafth
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).

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

Directions

m for adults 18 years of age and older

mthis 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

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 Ltd
10 Hakidma Street, Yokneam 2069200, Israel

Reference ID: 4179522
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m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Release,

(e o |

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

m Avoid heartbum-causing foods such as rich,

spicy, fatty or fried foods, chocolate, caffeine,

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

28 14 Tablets

Two On€ 14-day courses of treatment

alcohol and certain fruits and vegetables

Bonus,’ 14 Free Compare to Prilosec 0TC®*

F 2@-1

2 ABOTTLES INSIDE

LDOOO ODOOEI

*This product is not
manufactured or
distributed by
Procter& Gamble,
distributor of
Prilsec 0TC®.

Drug Facts

Active ingredient Purpose
(in each tablet)
Omeprazole 20 MQ.............cvvueeu Acid reducer
Use
m treats frequent heartbum

(occurs 2 or more days a week)

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

Warnings

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

Do not use if you have:

m trouble or pain swallowing food, vomiting ~
with blood, or bloody or black stools

m heartbum with ightheadedness,
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

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
asign of a more sericus condition.

m frequent wheezing, particularly with heartbum
m unexplained weight loss

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

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

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

Bonus Pack! 14 Free Compare to Prilosec 0TC®*
Occurring 2 Or More Days a Week

Releaselablets

28 14 Tablets

Two 0On€ 14-day courses of freatment
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Omeprazole Delayed Release Tablets, 20 mg

28 Tablets (Bottle Carton)

L |

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

Drug Facts (continued) Drug Facts (continued)

Ask a doctor or pharmacist before use if you 14-Day Course of Treatment

are taking: mswallow 1 tablet with a glass of water before

m warfarin, clopidogrel or cilostazol (blood-thinning eating in the moming
medicines) m take every dayfor 14 days

m prescription antifungal or anti-yeast medicines mdo not take more than 1 tablet a day

m diazepam (anxiety medicine) mdo not use for more than 14 days unless directed

m digoxin (heart medicine) by your doctor

m tacrolimus or mycophenolate mofetil (immune m swallow whole. Do not chew or crush tablets.
system medicines) Repeated 14-Day Courses (if needed)

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

myougetdiarrhea myou develop arash or joint pain

myou may repeat a 14-day course every 4 months

mdo not take for more than 14 days or more
often than every 4 months unless directed by
adoctor

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

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).

Other information

mread the directions and wamings before use

m keep the carton. It contains importantinformation.

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

Directions

m for adults 18 years of age and older

m this product is to be used once a day
(every 24 hours), every day for 14 days

m it may take 1 to 4 days for full effect; some
people get complete relief of symptoms within

24 hours >

Inactive ingredients

carnauba wax, feric 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

Compare to Prilosec 0TC®*

Bonus Pack! 14 Fi

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

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Delayed,

Releasellabletsi20/my,

|

Reference ID: 4179522
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Drug Facts
Active ingredient
(in each tablet)
Omeprazole 20 mg..

Use

m freats 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

Warnings

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

Do not use if you have:

m frouble or pain swallowing food, vomiting
with blood, or bloody or black stools

m heartbum with lightheadedness,
sweating or dizziness

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

915D6 FA C5-D

m frequent chest pain
- Tse'h?ae nﬂydotéle signs of a serious condition.
your doctor.
A CId REducer Ask a doctor before use if you have:
had heartbum 3 months. This be
Madein srael 28 ]4 Ta bl ets " asignofa morg?ernous condsiﬂon‘ i
Manufactured by: . ) m frequent wheezing, particularly with heartbum
Dexcel Pharma Technologies Ltd / m unexplained weight loss
10Hakidma Street, Yokneam 2069200, Israel Two On€ 14-day courses of treatment mnausea of vomiting  m stomach pain B>
2 A’BOTTLES INSIDE
\ \ F
| | ‘I ‘I *This product is not

manufactured or

distributed by

Procter & Gamble,

distributor of

$ 00007000001 g | Priesec0™™
r
CODE AREA { mamor an
> lot number and

expiration date
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(continued) 8 pt Helvetica Neue 57 Cond d
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TEXT: 6 pt Helvetica Neue 57 Condensed
LEADING: 6.5 pt

BULLETS: 5 pt Square with 2 M'S sp
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HEAVY LINES: 1.5 pt
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Safety Feature -
Do notuse if
printed tablet
blister unitis
open or torn.
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Treats Frequent Heartburn!
Occurring 2 Or More Days a Week
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42 Tablets

Three 14-day courses of treatment
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Omeprazole Delayed Release Tablets, 20 mg

42 Tablets (Bottle Carton)

m frequent wheezing, particularly with heartburn
m unexplained weight loss
m nausea or vomiting  m stomach pain

Ask a doctor or pharmacist before use if you are taking:

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

m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

m tacrolimus or mycophenolate mofetil (immune system medicines)

m prescription antiretrovirals (medicines for HIV infection)

m methotrexate (arthritis medicine) |

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 >

*This product s not manufactured or distributed
by Procter & Gamble, distributor of Prilosac OTC®.

||

Reference |D: 4179522

Acid Reducer

curT

Jd L |
|
va S Do no " r bend o Avoid b
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bed 0 ght, lo g
IS d of your bed Q oking
J J
T Drug Facts Drug Facts (continued) Drug Facts (confinued) Treats Frequent Heartburn! ompare
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if: m your heartbum 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 carmauba wax, feric oxide red, ferric oxide DC 0000-000-00
m you need to take more than 1 course of treatment every 4 months yellow, hypron'\ellose hypromélose acetate

Use  wmtreats frequent heartbum (occurs 2 or more days a week) m you get diarhea m you develop a rash or joint pain succinate, lactose m&mhydmte.
8t kendod o Iemocies relaf of hocrtue; his chug may take Tf pregnant or breast-Teeding, ask a health professional before use. monoethanolamine, propylene giycal, D ’E c u T D ' E c UT D ’ E
- ys Keep out of reach of children. In case of overdose, get medical help or sodium laury! sulfate, sodium starch
wam,'”gs contact a Poison Control Center right away (1-800-222-1222). glycolate, sodium stearate, sodium stearyl w’ N D o w w'N D o w W’N D o w
Allergy alert: Do not use if you are allergic to omeprazole Directions méﬁ?m?g titanium dioxide,
Do not use if you have: m for adults 18 years of age and older =
m trouble or pain swallowing food, vomiting with blood, or bloody or m this product is to be used once a day (every 24 hours), every day for Questions or comments?

black stools 14 days 1-800-719-9260
m heartburn with ightheadedness, sweating or dizziness m it may take 1 to 4 days for full effect; some people get complete relief
m chest pain or shoulder pain with shortness of breath; sweating; of symptoms within 24 hours

g:i; sme:irg :;)d arms, neck or shoulders; or lightheadedness 14-Day Course of Treatment Made in Israel

- m frequel n
m swallow 1 tablet with a glass of water before eating in the moming Manufactured by: > b

ot S |-t e orcgeni me razmle mela 780
Ask a doctor before use if you have: m do not take more than 1 tablet a day 10 Hakidma Street, Yokneam 2069200, Israel
m had heartburn over 3 months. This may be a sign of a more serious m do not use for more than 14 days unless directed by your doctor '

condition. m swallow whole. Do not chew or crush tablets. |

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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Proposed Draft Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg

42 Tablets (Bottle Carton)

A L 1
1
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 heartbum continues or worsens ive i 7
Omeprazole go mg ( ) Add,;'e,:ucef m you need to take this product for more than 14 days !ﬁ;ﬂz&"mggsi d, ferric oxide

Use mireats 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 m you develop a rash or joint pain

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

Do not use if you have:
m trouble or pain swallowing food, vomiting with blood, or bloody or
black stools

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

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 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 fmmune system medicines)

m prescription antiretrovirals (medicines for HIV infection)

m methotrexate (arthritis medicine) | 3

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

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

triethyl citrate

Questions or comments?
1-800-719-9260

Made in Israel

Manufactured by:
Dexcel Pharma Technologies Lid
10 Hakidma Street, Yokneam 2069200, Israel

*This product is not manufactured or distributed
by Procter & Gamble, distributor of Prilasec 0TC®.
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Omeprazole Delayed Release Tablets, 20 mg

42 Tablets (Bottle Carton)
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|

¥

1 to 4 days for full effect

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

Warnings

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

Do not use if you have:
black stools

- m frequent chest pain

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

These may be signs of a serious condition. See your doctor.

m trouble or pain swallowing food, vomiting with blood, or bloody or

Ask a doctor before use if you have:

condition.
m frequent wheezing, particularly with heartbum
m unexplained weight loss
m nausea or vomiting  m stomach pain

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

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

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)
m prescription antiretrovirals (medicines for HIV infection)

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 i B 7
Omeprazole go ma. ( ) Acid mg m you need to take this product for more than 14 days g':fug:e mﬁ%fﬂecd&eg!,sed ferric oxide

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

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

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

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

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 »

/

Reference ID: 4179522

yellow, hypromellose, hypromellose acetate
succinate, lactose monohydrate,
monoethanolamine, propylene glycol,
sodium lauryl sulfate, sodium starch
glycolate, sodium stearate, sodium stearyl
fumarate, talc, titanium dioxide,

triethy! citrate

Questions or comments?
1-800-719-9260

Made inlsrael

Manufactured by:
Dexcel Pharma Technologies Ltd
10 Hakidma Street, Yokneam 2069200, Israel

) >

*This product is not manufactured or distributed
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Omeprazole Delayed Release Tablets, 20 mg

42 Tablets (Bottle Carton)

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

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 fmmune system medicines)
m prescription antiretrovirals (medicines for HIV infection)

m methotrexate (arthritis medicine) >

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

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

may sometimes be caused by a serious condition.

Other information

m read the directions and warnings before use

m keep the carton. ft contains important information.

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

Reference ID: 4179522

*This product is not manufactured or distributed
by Procter & Gamble, distributor of Prilasec OTC®.

L |
|
Tips for Managing Heartbum
s 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
J
_—
Drug Facts Drug Facts (continued) Drug Facts (continued) 28 + 14 FREE Compare to Prilosec OTC®*
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 | ® you need to take this product for more than 14 days carnauba wax, ferric oxide red, ferric oxide
m you need to take more than 1 course of treatment every 4 months yellow, hypmn’ldbse Ivyproméllose acetate
Use wmtreats frequent heartburn (occurs 2 or more days a week) m you get diarhea m you develop a rash or joint pain y o =
i not intended for immediate relef of heartburn; his drug may take succinate, lactose monohydrate, g
110 4 days for full effect g If pregnant or breast-feeding, ask a health professional before use. moncethanolamine, propylene glycol,
Keep out of reach of children. In case of overdose, get medical help or sodium lauryl sulfate, sodium starch =4
Warnings contact a Poison Control Center right away (1-800-222-1222). glycolate, sodium stearate, sodium stearyl 8
Allergy alert: Do not use if you are llergic to omeprazole Directions mmﬁ:&. titanium dioxide, §
Do not use if you have: m for adults 18 years of age and older = 8
m trouble or pain swallowing food, vomiting with blood, or bloody or m this product is to be used once a day (every 24 hours), every day for Questions or comments?
black stools 14 days 1-800-719-9260
m heartbum with lightheadedness, sweating or dizziness m it may take 1 to 4 days for full effect; some people get complete relief
m chest pain or shoulder pain with shortness of breath; sweating; of symptoms within 24 hours Treats Frequent Heartburn!
pain spreading to arms, neck or shoulders; or lightheadedness 14-Day Course of Treatment Made in Israel 0 i 2 :q"“ Woak
m frequent chest pain m swallow 1 tablet with a glass of water before eating in the morning Manufactured by: curring 2 Or More Days a
These may be signs of a serious condition. See your doctor. m take day for 14 days .
every aay ok Dexcel Pharma Technologies Lid
Ask a doctor before use if you have: m do not take more than 1 tablet a day 10 Hakidma Street, Yokneam 2069200, lsrael

Acid Reducer

’

42 Tablets

Three 14-day courses of treatment
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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L |
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/ Drug Facts Drug Facts (continued)
Active ingredient (in each tablef) Purpose | Stop use and ask a doctor if: m your heartbur continues or worsens
Omeprazole 20 mg Acid reducer | m you need to take this product for more than 14 days

110 4 days for full effect

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

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

- m frequent chest 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

These may be signs of a serious condition. See your doctor.

m trouble or pain swallowing food, vomiting with blood, or bloody or

Ask a doctor before use if you have:

condition.
m frequent wheezing, particularly with heartburn
m unexplained weight loss
m nausea or vomiting  m stomach pain

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

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

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)
m prescription antiretrovirals (medicines for HIV infection)

4

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 »

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 Pharma Technologies Lid
10 Hakidma Street, Yokneam 2069200, Israel

*This productis not manufactured or distributed
by Procter & Gamble, distributor of Prilosac OTC®.

/

Reference ID: 4179522
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Drug Facts (continued)

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

Use  wmireats 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

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

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

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

Warmings
Allergy alert: Do not use if you are allergic to omeprazole
Do not use if you have:
m trouble or pain swallowing food, vomiting with blood, or bloody or
black stools
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
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 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 fmmune 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).

Bonus Pack! 14 Free

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

DIE CUT

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 dar

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

, talc, titanium dioxide,
triethyl citrate

Questions or comments?
1-800-719-9260

DIE CUT
WINDOW = WINDOW B WINDOW

Safety Feature -
Do not use If printed
seal under cap Is
broken or missing
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00-000-0000

Made in Israel Treats Frequent Heartburn!

Manufactured by:
Dexcel Pharma Technologies Lid
10 Hakidma Street, Yokneam 2069200, Israel
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*This product is not manufactured or distributed
by Procter & Gamble, distributor of Prilasec 0TC®.
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— Tr lple Pack riree 14-day courses of treatment ompare to Prilosec 0 —
Treats Frequent Heartburn! DC 00000-000-00
Occurring 2 Or More Days a Week

000000000

Releasellablets¥20mg,

42 Tablets

Three 14-day courses of treatment

Reference ID: 4179522

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 pt
BULLETS: 5 pt Square with 2 M'S

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
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between

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
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1to 4 days for full effect

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

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

Wamings

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

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).

Do not use if you have:
black stools

m frequent chest 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

These may be signs of a serious condition. See your doctor.

m trouble or pain swallowing food, vomiting with blood, or bloody or

Ask a doctor before use if you have:

condition.
m frequent wheezing, particularly with heartburn
m unexplained weight loss
m nausea or vomiting  m stomach pain

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

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

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)
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 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 »

/

Reference ID: 4179522

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)
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yellow, hypromellose, hypromellose acetate
succinate, lactose monohydrate,
monoethanolamine, propylene glycol,
sodium lauryl sulfate, sodium starch
glycolate, sodium stearate, sodium stearyl
fumarate, tale, titanium dioxide,

triethyl citrate

Questions or comments?
1-800-719-9260

Made in Israel

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

*This product s not manufactured or distributed
by Procter & Gamble, distributor of Prilosec 0TC®.

DIE CUT
WINDOW = WINDOW = WINDOW

Triple Pack mree 14-day courses ot treatment

DIE CUT

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

DIE CUT

elease blets Z@ny

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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Black or Darkest Color.
Laser Coding Removes the Ink and Becomes White.
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Reference ID: 4179522

STANDARD FORMAT

TYPE SIZES:

TITLE: 10 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Neue 57 d

LEADING: 6.7 pt

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

HEAVY LINES: 2 pt

HAIRLINES: 0.5 pt
.|

PRINT at 65% for
11-inch x 17-inch
size paper
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L
Tips for Managing Heartburn
- m Do not lie flat or bend over m Avoid heartburn-causing foods such as rich,
( 5 after eating spicy, fatty or fried foods, chocolate, caffeine,
= Do not wear tight-fitting dlothing 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) Compare to Prilosec OTC®*
Active in md]ent in each table: Purpose | Stop use and ask a doctorif:  m your heartburn continues or worsens ive i i PA cK
Active ingr (i 9 DU J o e K oot for T o o if.’:"nﬁi’;’ﬁ ;ggermmd&agetid P Three 14-day courses of treatment Safety Foature -
U m you need to take more than 1 course of treatment every 4 months yellow, hypromellose, hypromellose acetate Do not use If printed
'S€  m treats frequent heartbum (occurs 2 or more days a week) myou get diarthea = you develop a rash or joint pain succinate, lactose monohydrate, seal under cap Is
 not itended or immediat relef of eartburn; tis drug may take | 7 pregnant or breast-feeding, ask a heali professional before use. monoethanolamine, propylene glycol, broken or missing
04 days for full e Keep out of reach of children. In case of overdose, get medical help or sodium lauryl sulfate, sodium starch
Warmnings contact a Poison Control Center right away (1-800-222-1222). glycolate, sodium stearate, sodium stearyl
- = fumarate, tale, titanium dioxide,
Allergy der_t: Do not use if you are allergic to omeprazole Directions irithyl cirate
Do not use if you have: ) m for adults 18 years of age and older =
m trouble or pain swallowing food, vomiting with blood, or bloody or m this product is to be used once a day (every 24 hours), every day for Questions or comments?
black stools . o 14 days 1-800-719-9260
m heartburn with lightheadedness, sweating or dizziness m it may take 1 to 4 days for full effect; some people get complete relief
m chest pain or shoulder pain with shortness of breath; sweating; of symptoms within 24 hours Treats Fm"eﬂt Heartburn!
fpain spreadh:g to :ltms, neck or shoulders; or lightheadedness 14-Day Course of Treatment Made in Israel Occurring 2 Or More Days a We-elt |
?m“’q“e‘“ chest pa w swallow 1 tablet with a glass of water before eating in the moming Manufactured by:
'se may be signs of a serious condition. See your doctor. m take every day for 14 days C { Pharma Technologies Lid
Ask a doctor before use if you have: m do not take more than 1 tablet a day 10 Hakidma Street, Yokneam 2069200, Israsl
m had heartburn over 3 months. This may be a sign of a more serious m do not use for more than 14 days unless directed by your doctor ' '
condition. m swallow whole. Do not chew or crush tablets.
m frequent wheezing, particularly with heartburn Repeated 14-Day Courses (if needed)
m unexplained weight loss m you may repeat a 14-day course every 4 months
W nausea or vomiting  m stomach pain m do not take for more than 14 days or more often than every ni |
Ask a doctor or pharmacist before use if you are taking: 4 months unless directed by a doctor o J
o warfarriigt‘&ophogrel or cilos:lazol a(:tloo":&gmm medicines) m children under 18 years of age: ask a doctor. Heartburn in children
W presc antifungal or anti-ye: nes may sometimes be caused by a serious condition.
m diazepam (anxiety medicine) = - A CId Reducer 42 Tab I etS
m digoxin (heart medicine) Om;wgzrggatmg rinos bt
I tactollmus or mycophenolate mofetil (immune system medicines) W re: jons and warnings before use “This productis not manufactured or distributed |
antir for HIV infection) m keep the carton. ft contains important information. by Procter & Gamble,distibutor of Prilosec OTC®. Three 14-day coumg (?TfT {rgsatms?gé
\ I methotrexate (arthritis medicine) » | m store at 20-25°C (68-77°F) and protect from moisture »
=|
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STANDARD FORMAT

TYPE SIZES:
TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique
TITLE (continued): 8 pt Helvetica Neue 77 Bold Condensed Oblique
(continued) 8 pt Neue 57 d
HEADINGS: 8 pt Helvetica Neue 77 Bold Condensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed
TEXT:6 pt | Neue 57 Cond: d
LEADING: 6.5 pt
BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

. HEAVY LINES: 1.5 pt - -
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Compare to Prilosec 0TC®
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Proposed Draft Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg

42 Tablets (Bottle Carton)
|

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

A L
|
Drug Facts Drug Facts (continued) Drug Facts (continued) Val ue Pac k'
Active ingredient (in each tablef) Purpose | Stop use and ask a doctor if: myour heartburn continues or worsens Inactive ingredients
Omeprazole 20 mg Acid reducer | m you need to take this product for more than 14 days camauba wax, ferric oxide red, ferric axide 3_14 Tablet Botues

1 to 4 days for full effect

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

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

- m frequent chest 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

These may be signs of a serious condition. See your doctor.

m trouble or pain swallowing food, vomiting with blood, or bloody or

Ask a doctor before use if you have:

condition.
m frequent wheezing, particularly with heartbum
m unexplained weight loss
m nausea or vomiting  m stomach pain

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

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

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)
m preseription 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
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)
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.

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

/

Reference ID: 4179522

000000000

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:
DOexcel Pharma Technologies Lid
10 Hakidma Street, Yokneam 2069200, Israel

*This product is not manufactured or distributed
by Procter & Gamble, distributor of Prilosac OTC®.

¢

DIE CUT
WINDOW

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

Compare to Prilosec 0TC®*

Occurring 2 Or More Days a Week

Treats Frequent Heartburn! |

Acid Reducer

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

00

0

0
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000
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets (Blister Foil)
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(. ! | 2\
rCaatod with wildberry min Havor |

Omeprazole DR Tablets Omeprazole DR Tablets Omeprazole DR Tablets:
iy : e : et
Push tablet through ol Pushtablet through fel. Push tablet through fol
Demel PhermaTechnokgisltd | || DewoetPhamaTechlogistsd | || Dexcel Pherma Technologies Lt
10 Hakidma | 10Halidma 1 10 Hakidma
Yokneam 2062200, bl | Yobneam 2063200, sraed | Yokneam 2062200, bl
__________ | P —— e ————————
: [ Coated with wildberry mint flavor | I
Omeprazole DR Tablets Omeprazole DR Tablets Omeprazole DR Tablets:
i ik d iy
Push table through ol | Pushtabiet through fol | Push table through ol
Dexcel Pharma Technokgies Lid || DewelPhamaTech w ||l Dexcel Pharma Tech Lid
10 Hakidma | 10Halidma | 10 Hakidma
I Yokneam 2063200, sraed I
L e e e e, Y
I Swalow whla, I
Omeprazole DR Tablets 20mg Donot chew, crush, orsuck tablets. Omeprazole DR Tablets 20mg
A e I | tne14-daycoursaoftroatment | | Acid
I | 0o mattake foemar than 14 days | | Mm ! fol.
e | | | ey s ) | i
| 40100 00X2 | rael
e e e e e ———— T —
R et I
Omeprazole DR Tablets Omeprazole DR Tablets Omeprazole DR Tablets
Acid reducer 2ng | Acid reducer g | Acid reducer 2ng
Push tablet through ol 1 Pushtablet through fal | Push ablet throughfol
Dewce PharmaTechnokgies Lti | | | Deooel PhamaTechndlogies Lt | | mammmsm
10 Hakidma i 10Halidma i 10 Hakidma
Yokneam 2085000 el I Vobneam 2063200, srae | Yokneam 2085000 el
b o —— —— ———— — —f ————————— —'— ———————————
ke | [yt | [ o
DR Tablets DR Tablets DR Tablets
A e 2 | Aeid rducer - | [ 2ng
Push tabt through ol | Pushtablet trough fol | Push tablet through ol
Dexce PlermaTechnokgis Lt | | | DescelPhamaTechclogesLid | | | Deocel Phrma Technokgies Li
10 Hakidima Stee, i 10Habidma Stret, i 10 Hakidma Stet,
Yokneam 206200, kel Yobneam 2063200, s i
: I Location for
\ 7—>Iatnumberand
1 . ' r expiration date
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Proposed Draft Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

14 Tablets (Bottle Label)
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Made in Israel
NOT FOR RESALE sty T
Dexce| Pharma Technologies Ltd -
10 Hakidma Street, Yokneam 2069200, Israel \./ I
L

|V

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

Omeprazole

tielayed release tablets 20 mg

acid reducer

SWALLOW - DO NOT CHEW

14 1ABLETS

1]

Coated with
Wildberry Mint
— | | Flavor One 14-day course of treatment ;/j
A r
| Tips for Managing Heartburn
f\ m Do not lie fiat or bend over after eating m Awvoid heartburn-causing foods such as rich, spicy, fatty or fried foods,
|\> J 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
" r
| I I
MODIFIED FORMAT
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets
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Tips for Managing Heartburn

m Do not lie flat or bend over after eating m Avoid heartburn-causing foods such as rich, spicy, fatty or fried foods,
m Do not wear tight-fitting dlothing 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
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Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole Delayed
Release Tablets 20mg

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

Compare to Prilosec 0TC®*

Omeprazole Dela yed

Acid Reducer

SWALLOW - DO NOT CHEW

=

Coated with

Wildberry Mint Flavor

14 Tablets

One 14-day course of treatment

R
A X

CODE AREA

40174 FA C3
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Reference ID: 4179522

NDA 22-032

Proposed Draft Labeling

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

S r— R p—

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

Drug Facts (continued)

Ask a doctor or pharmacist before use if you are taking:
mwarfarin, dopidogrel o cilostazol (blood-thinning medicines)

m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)  m digaxin (heart medicine)

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

m methotrexate (arthritis medicine)

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

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

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

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

Drug Facts (continued)

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

Other information

mread the directions and wamings before use

mkeep the carton. it contains important information.

] stolre 'SI 20-25°C (68-77°F) and protect from
moisture

DC 0000-000-00

DIE CUT

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
make every day for 14 days
m donot take more than 1 tablet a day
mdo not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
myou may repeat a 14-day course every 4 months
mdonot take for more than 14 days or more often than every
4 months unless directed by a doctor

Inactive ingredients benzyl alcohol, carmine,
carnauba wax, FD&C blue #2/indigo carmine
aluminum lake, flaver, hypromellose, hypromellose
acetate succinate, lactose monohydrate, menthol,
modified starch, moncethanolamine, polyethylene
glycol 3350, sodium lauryl sulfate, sodium starch
glycolate, sodium stearate, sodium stearyl fumarate,
sucralose, tale, titanium diodde, riacetin, riethyl citrate

WINDOW

Treats Fre: Heartburn!
Occurring 2 Or More Days a Week

Questions or comments? 1-800-719-9260

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

m Do not weartig m-mﬂn‘g dothing around the stomach Re,lea Se Fa b I ets ; Z@ m

m Do not eat before bedtime

m Raise the head of your bed

m Avoid heartbum-causing foods such asrich, spicy,
fatty orfried foods, chocolate, caffeine, alcohol and
certain fruits and vegetables

m Eat slowly and avoid big meals

m[foverweight, lbs2 weight  m Quitsmoking

Made insrael

Manufactured by:

Dexcel Pharma Technologies Ltd

10 Hakidma Street, Yokneam 2069200, Israel

OmepiazolelDelayed

SWALLOW - DO NOT CHEW

14 Tablets

Coated with .
Wildberry Mint 06 14-day course of treatment

Flavor 1 BOTTLE INSIDE
*This product is not
manufactured or
distributed by
Procter & Gamble,
e

losec OTC®.
o *¥00000%00000"® o

LODE AREA

& |

Drug Facts

Active ingredient Purpose
(In each tablet)
Omeprazole 20 MQ...............c.c....... ACH reducer

Use

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

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

Warnings
Allergy alert: Do notuse if you are allergic to
omeprazole

Donotuse if you have:

m trouble or pain swallowing food, vomiting with
blood, or bloody or black stools

mheartbum with lightheadedness, sweating
or dizziness

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

m frequent chest pain

These may be signs of a sericus condition.

See your doctor.

Ask a doctor before use if you have:

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

m frequent wheezing, particularty with heartbum

munexplained weight loss

W nausza or vomiting

mstomach pain [=

Location for
> lot number and
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14 Tablets

ﬁL

L

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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Omeprazole Delayed
Release Tablets 20mg

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

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

Compare to Prilosec OTC®*

Acid Reducer

SWALLOW - DO NOT CHEW
. 14 Tablets
Coated with
Wildberry Mint Flavor One 14-day course of treatment
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Reference ID: 4179522

NDA 22-032

Proposed Draft Labeling

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

e ey I ey

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

Drug Facts (continued)

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

m prescription antifungal or anti-yeast medicines

mdiazepam (anxiety medicing)  m digoxin (heart medicine)
mtacrolimus or mycophenolate mofetil (immune system medicines)
m prescription antiretrovirals (medicines for HV infection)

m methotrexate (arthritis medicine)

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

myou need to take more than 1 course of treatment every 4 months
myou getdiarrhea m you develop a rash or joint pain

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

Directions
m for adults 18 years of age and older
mthis 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 tableta day
mdo notuse 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 repeata 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

Drug Facts (continued)

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

FDA .
Approved

Other information

m read the directions and warnings before use

m keep the carton. it contains important informeation.

] stolrsan?t 20-25°C (68-77°F) and protect from
moisture

DIE CUT
WINDOW

Inactive ingredients benzyl akohol, carmine,
carnaubawax, FD&C blue #2/indigo carmine
aluminum lake, fiavor, hypromellese, hypromellose
acetate succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine, polyethylene
glycol 3350, sodium lauryl sulfate, sodium starch
(lyoolate, sodium stearate, sodium stearyl fumarate,
sucralose, talc, titanium dioide, triacetin, triethyl citrate

Treats Frequent Heartburn!
Occurring 2 Or Days a Week

Questions or comments ?1-800-719-9260

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

' Do not weartight-fitting clothing around the stomach Rele a s Table S Z@ mm

m Do not eat before bedtime

m Raise the head of your bed

m Avoid heartbun-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

2I0elayed

SWALLOW - DO NOT CHEW

14 Tablets

4 |

Drug Facts

Active ingredient Purpose
(ineach tablet)

Omeprazoke 20 mg Acid reducer

Use

wtreats frequent heartburn (occurs 2 or more
daysa week)

mnot intended for immediate relief of heartburn;
thisdrug may take 1 to 4 days for full effect

Warnings

Allergy alert: Do not use if you are allergic to

omeprazole

Do not use if you have:

m trouble or pain swallowing food, vomiting with
blood, or bloody or black stools

m heartburn with lightheadedness, sweating
or dizziness

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

m frequent chestpain

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 frequent wheezing, particularly with heartbumn

m unexplained weight lass

W nausea orvomiting

m stomach pain >
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Omeprazole Delayed
Release Tablets 20mg

after eating

L]

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Safety Feature -
Donotuseif
printed tablet
blister unit is
openortorn.

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

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

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

Compare to Prilosec 0TC®*

NDC 00000-000-00

lablets¥20/my;

Acid Reducer

SWALLOW - DO NOT CHEW

Coated with

Wildberry Mint Flavor

28 Tablets

Two 14-day courses of treatment

\
.\

Reference |D: 4179522
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

L

28 Tablets (Bottle Carton)
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Drug Facts (continued) Drug Facts (continued)
Ask a doctor or pharmacist before use if you 14-Day Course of Treatment
are taking: m swallow 1 tablet with a glass of water before
m warfarin, clopidogrel or cilostazol (blood-thinning eating inthe moming
medicines) m take every day for 14 days

m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

mtacrolimus or mycophenolate mofetil (immune
system medicines)

m prescription antiretrovirals (medicines for
HW infection)

m methotrexate (arthritis medicine)

Stop use and ask a doctor if:

myour heartburn continues or worsens

myou need to take this product for more than 14 days

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

myou getdiarrhea  m you develop a rash o joint pain

m do not take more than 1 tablet a day

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

mswallow whole. Do not chew, crush, or suck
tablets.

Repeated 14-Day Courses (if needed)

myoumay 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.

If pregnant or breast-feeding, ask a heafth
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).

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 benzy alcohol, camine,
camauba wax, FD&C blue #2/indigo carmine aluminum

Directions

m for adutts 18 years of age and older

mthis 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

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

24 hours

people get complete relief of symptoms within >

Questions or comments ?1-800-719-9260

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

Al

Reference ID: 4179522

Made in Israel

Manufactured by:
Dexcel Pharma Technologies Ltd

m Do not wear tight-fitting clothing
around the stomach

= Do not eat before bedtime

m Raise the head of your bed

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

NDC 0000-000-00

¢

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

m Avoid heartbum-causing foods such as rich,

spicy, fatty or fried foods, chocolate, caffeine,

m If overweight, lose weight
m Quit smoking

Acid Reducer
SWALLOW - DO NOT CHEW

alcohol and certain fruits and vegetables
m Eat slowly and avoid big meals

Compare to Prilosec 0TC®*

Tablets Zl@mgy

28 Tablets

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

Use

m treats frequent heartbum

(occurs 2 or more days a week)

m not intended for immediate relief of

heartbum; this drug may take 1 to 4 days

_1offtll effect

Warnings

Allergy alert: Do not use if you are allergic

to omeprazole

Do not use if you have:

m trouble or pain swallowing food, vomiting
wiith blood, or bloody or black stools

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

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
asign of a more serious condition.

m frequent wheezing, particularly with heartburn

m unexplained weight loss

Two 14-day courses of treatment
2 BOTTLES INSIDE

10 Hakidma Street, Yokneam 2069200, Israel m nausea or vomiting  m stomach pain P>

Coated with
Wildberry Mint Flavor
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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

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

FDA Appmved Compare to Prilosec 0TC®*

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

i

Reference ID: 4179522
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
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Drug Facts (continued) Drug Facts (continued)
Ask a doctor or pharmacist before use if you 14-Day Course of Treatment
are taking: m swallow 1 tablet with a glass of water before
m warfarin, clopidogrel or cilostazol (blood-thinning eating in the moming

medicines) m take every day for 14 days
m prescription antifungal or anti-yeast medicines m do not take more than 1 tableta day
m diazepam (anxiety medicine) m do not use for more than 14 days unless directed
m digoxin (heart medicine) by your doctor

m tacrolimus or mycophenolate mofetil (immune
system medicines)

m prescription antiretrovirals (medicines for
HW infection)

m methotrexate (arthritis medicine)

Stop use and ask a doctor if:

m your heartbum continues or worsens

myou need to take this product for more than 14 days

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

myou get diarhea  myou develop a rash or joint pain

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.

If pregnant or breast-feeding, ask a heafth
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).

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

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

Inactive ingredients benzyl alcohol, carmine,
camaubawax, 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 Pharma Technologies Lid
10 Hakidma Street, Yokneam 2069200, Israel

. W,_
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Reference ID: 4179522

Tips for Managing Heartbum

m Do not lie fiat or bend over
after eating

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Coated with

Wildberry Mint Flavor

m Avoid heartbum-causing foods such as rich,

spicy, fatty or fried foods, chocolate, caffeine,

m If overweight, lose weight
m Quit smoking

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Acid Reducer
SWALLOW - DO NOT CHEW

Tablet

alcohol and certain fruits and vegetables
m Eat slowly and avoid big meals

O,

28 Tablets

Two 14-day courses of treatment

2 BOTTLES INSIDE

00-000-0000 2aN

0 0000(!)000]

*This product s not
manufactured or
distributed by
Procter & Gamble,
distributor of
Prilosec OTC®.

Drug Facts
Active ingredient
(in each tablet)
ﬂnenraz\ole 20MQ..iiiniiiiins Acid reducer

Use

m treats frequent heartbum

(occurs 2 or more days a week)

m not intended for iImmediate relief of

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

—

Purpose

Warnings

Allergy alert: Do not use if you are allergic

to omeprazole

Do not use if you have:

m trouble or pain swallowing food, vomiting
with blood, or bloody or black stools

m heartbum with lightheadedness,
sweating or diziness

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

m frequent chest pain

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
asign of a more serious condition.

m frequent wheezing, particularly with heartbumn
m unexplained weight loss

W nausea or vomiting  m stomach pain

401D6 FA C3-F
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> lot number and
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TITLE (continued): 8 pt Helvetica Neue 77 Bold
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TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

Condensed Oblique

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

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

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

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

after eating

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Release

>

Coated with

Wildberry Mint Flavor

Tablets®20/ny,

SWALLOW - DO NOT CHEW

Safety Feature -
Do notuse if
printed tablet
blister unitis
openor torn.

m Avoid heartbum-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

.

Compare to Prilosec 0TC®*

28 Tablets

Two 14-day courses of treatment

Reference ID: 4179522
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
28 Tablets (Bottle Carton)
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/ Drug Facts (continued) Drug Facts (continued)
Ask a doctor or pharmacist before use if you 14-Day Course of Treatment
are taking: mswallow 1 tablet with a glass of water before
m warfarin, clopidogrel or cilostazol (blood-thinning eating inthe moming
medicines) mtake every day for 14 days
m prescription antifungal or anti-yeast medicines mdo not take more than 1 tablet a day
m diazepam (anxiety medicine) mdo not use for more than 14 days unless directed
m digoxin (heart medicine) by your doctor
mtacrolimus or mycophenolate mofetil immune mswallow whole. Do not chew, crush, or suck
system medicines) tablets.
m prescription antiretrovirals (medicines for Repeated 14-Day Courses (if needed)
HIV infection) myou may repeat a 14-day course every 4 months
m methotrexate (arthritis medicine) mdo not take for more than 14 days or more often
Stopuse and ask a doctor If: than every 4 months unless directed by a doctor

m your heartburn continues or worsens

- myou need to take this product for more than 14 days

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

myouget diarrhea  m you develop a rash or joint pain

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

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).

Other information

m read the directions and warnings before use

m keep the carton. ft contains important information.

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

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

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

Questions or comments ?1-800-719-9260

~

i

Reference ID: 4179522

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

m Avoid heartbum-causing foods such as rich,

spicy, fatty or fried foods, chocolate, caffeine,

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

wos

J
Safety Feature - Do not use If printed Compare to Prilosec 0TC®*
seal under cap is broken or missing.
Treats Frequent Heartburn!
Occurring 2 Or More Days a Week
) Tablet mg
Acid Reducer
Q SWALLOW - DO NOT CHEW
Made in Israel
. | 28 Tablets
wmmf's'fé'{'mmﬁﬁbg contadieity Two 14-day courses of treatment
' Wildberry Mint Flavor 2 BOTTLES INSIDE
‘lﬂlﬂ“ “This productis not
manufactured or
distributed by
Procter & Gamble,
distributor of
0 Prilosec OTC®.

LODE AREA

401D6 FAC3-B

Drug Facts

Active ingredient Purpose
(in each tablet)
Iﬂnepﬂizole 20 MG.cvvnerrianeiens Acid reducer
Use
m treats frequent heartbum
(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

—
Warnings

Allergy alert: Do not use if you are allergic

to omeprazole

Do not use if you have:

m trouble or pain swallowing food, vomiting
with blood, or bloody or black stools

m heartbumn with lightheadedness,
sweating or dizziness

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

m frequent chest pain

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
asign of a more serious condition.

m frequent wheezing, particularly with heartburn

m unexplained weight loss

m nauseaorvomiting  m stomach pain P>

Location for

> lot number and
expiration date

STANDARD FORMAT

TYPE SIZES:

(continued) 8 pt Helvetica Neue 57 C

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

TEXT: 6 pt Helvetica Neue 57 Cond

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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28 Tablets
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Omeprazole Delayed
Release Tablets 20mg

after eating

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Safety Feature -
Do notuseif
printed tablet
blister unitis
openor torn.

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

Bonus! 14 Free Compare to Prilosec 0TC®*

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

Coated with

Wildberry Mint Flavor

Acid Reducer

SWALLOW - DO NOT CHEW

28 14 Tablets

Two On€ 14-day courses of treatment

i

Reference ID: 4179522

STANDARD FORMAT

TYPE SIZES:

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

" q

(continued) 8 pt Helveti;

LEADING: 6.5 pt
BULLETS: 5 pt Square with 2 M'S

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

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

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

-
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Proposed Draft Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

28 Tablets (Bottle Carton)

L 1

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

"

Drug Facts (continued)

Drug Facts (continued)

are taking:
medicines)

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

system medicines)

Ask a doctor or pharmacist before use if you
m warfarin, clopidogrel or cilostazol (blood-thinning
m prescription antifungal or anti-yeast medicines

m tacrolimus or mycophenolate mofetil (immune

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

Stop use and ask a doctor if:

m your heartbum continues or worsens

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

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

myou getdiarhea myou develop a rash or joint pain

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 tableta 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

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

after eating
= 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
seal under cap is broken or missing.

@ ¥ |

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! 14 Free Compare to Prilosec 0TC®*

If pregnant or breast-feeding, ask a heafth
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).

Other information

mread the directions and warnings before use

mkeep the carton. It contains important information.
mstore at 20-25°C (68-77°F) and protect from moisture

Inactive ingredients benzyl alcohol, carmine,
camauba way, FD&C blue #2/indigo cammine aluminum

Directions

24 hours

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

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

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazolelielayed
Release,

people get complete relief of symptoms within

Questions or comments ?1-800-719-9260

~

/

Made inIsrael

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

@

Coated with

Wildberry Mint Flavor

Reference ID: 4179522

[
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Tablets¥20my;

Acid Reducer
SWALLOW - DO NOT CHEW

28 14 Tablets

Two On€ 14-day courses of treatment
2 ABOTTLES INSIDE

{1

*This product is not
manufactured or
distributed by
Procter & Gamble,
distributor of
Prilosec OTC®.

Drug Facts

Active ingredient Purpose
(in each tablet)
20MQ.cciiiiiiniiiiins Acid reducer
Use
m treats frequent heartbum
(occurs 2 or more days a week)

m not intended for immediate relief of

heartburn; this drug may take 1 to 4 days

for full effect

T -

Warnings

Allergy alert: Do not use if you are allergic

to omeprazole

Do not use if you have:

m trouble or pain swallowing food, vomiting -
with blood, or bloody or black stools

m heartburn with lightheadedness,
sweating or diziness

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

m frequent chest pain

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 amore serious condition.

m frequent wheezing, particularly with heartbun

m unexplained weight loss

m nausea or vomiting  m stomach pain

LODE AREA

Location for

> lot number and
expiration date

STANDARD FORMAT

TYPE SIZES:
TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

LEADING: 6.5 pt

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

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt
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Omeprazole Delayed
Release Tablets 20mg

Safety Feature -
Do notuse if
printed tablet

blister unitis
openor 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 Compare to Prilosec OTC®*
Occurring 2 Or More Days a Week |

Omeprazol
Tablets®20iny,

SWALLOW - DO NOT CHEW

Release

@

Coated with

Wildberry Mint Flavor

e

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

28 14 Tablets

Two On€ 14-day courses of treatment

& |

I

Reference ID: 4179522

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

"l

TEXT: 6 pt Neue 57

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

LEADING: 6.5 pt
BULLETS: 5 pt Square with 2 M'S

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt
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Proposed Draft Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

28 Tablets (Bottle Carton)

L 1
| 1
L
Tips for Managing Heartbum
N 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
. . - o *
Drug Facts (continued) Drug Facts (continued) Safely Featire - Do not use i printed Bonus Pack! 14 Free Compare to Prilosec OTC Drug Facts
Ask a doctor or pharmacist before use if you 14-Day Course of Treatment seal under cap is broken or missing. Py p Purp
are taking: m swallow 1 tablet with a glass of water before ?if";?c;%’:feﬁm ose
m warfarin, clopidogrel or cilostazol (blood-thinning eating in the moming
medicines) miake every day for 14 days | Omeprazole 20 mg. Acid reducer
m prescription antifungal or anti-yeast medicines m do not take more than 1 tableta day Use
m diazepam (andety medicine) m do not use for more than 14 days unless directed m treats frequent heartbum
m digoxin (heart medicine) by your doctor (occurs 2 or more days a week)
m tacrolimus or mycophenolate mofetil (immune mswallow whole. Do not chew, crush, or suck m not int mediate relief of
system medicines) tablets. heartburn; this drug may take 1 to 4 days

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

Stop use and ask a doctor if:

m your heartbum continues or worsens

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

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

myou getdiarrhea  myou develop a rash or joint pain

Repeated 14-Day Courses (if needed)
myou may repeat a 14-day course every 4 months
mdo 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.

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).

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

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 >

Inactive ingredients benzy alcohol, carmine,
camaubawax, FD&C blue #2/indigo cammine aluminum
|ake, flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol, modified
starch, monoethanolamine, polyethylene glycol 3350,
sodium lauryl sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose, talc,
titanium dioxide, triacetin, triethy! citrate

Questions or comments ?1-800-719-9260

for full effect
e -
Warnings
Allergy alert: Do not use if you are allergic

Treats Frequent Heartburn! N
reats Freq urn Do not use if you have:
Occurring 2 Or More Days a Week m trouble or pain swallowing food, vomiting B

wiith blood, or bloody or black stools

m heartburn with lightheadedness,
sweating or dizziness

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

m frequent chest pain

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 frequent wheezing, particularly with heartbum
m unexplained weight loss

Delayed
Tabletsi20mg
e

SWALLOW - DO NOT CHEW
Made in srael

Manufactured by:
Dexcel Pharma Technologies Ltd

28 Tablets

.

Reference ID: 4179522

000000000

Coated with
10 Hakidma Street, Yokneam 2069200, Israel = e Two 14-day courses of treatment m nausea or vomiting  m stomach pain
asiree Sree Wlldberry Mint Flavor y 2 BOTTLES INSIDE - pan b

*This product is not

manufactured or

distributed by

Procter & Gamble,

s,

loszc OTC®.
00000%0000 0
r
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> lof number and
expiration date
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1

STANDARD FORMAT
TYPE SIZES:
TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique
TITLE (continued): 8 pt Helvetica Neue 77 Bold Condensed Oblique
(continued) 8 pt Helvetica Neue 57 Condensed
HEADINGS: 8 pt Helvetica Neue 77 Bold Condensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed
TEXT:6 pt Neue 57 Cond d
LEADING: 6.5 pt
BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
HEAVY LINES: 1.5 pt ~11-
HAIRLINES: 0.5 pt 7 1 1 1 7
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m had heartbum over 3 months. This may be a sign of a more serious

condition.
m frequent wheezing, parﬂulanywlm heartbum
m unexplained weight loss

mnausea 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 digaxin (heart medicine)

m tacrolimus or mycophenolate mofetil (immune system medicines)

m prescription antiretrovirals (medicines for HIV infection)

m methotrexate (arthritis medicine) »

DIE CUT

DIE CUT

m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)

m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor

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

may sometimes be caused by a serious condition.

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 >
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Drug Facts Drug Facts (continued) Drug Facts (continued) Treats Frequent Heartburn!
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if:  m your heartburn continues or worsens Inactive ingredients e Days a Week
Omeprazole 20 mg Acid reducer | m you need to take this product for more than 14 days benzyl alcohol, carmine, camauba wax, DC 0000-000-00
m you need to take more than 1 course of treatment every 4 months FD&C blue #2/indigo carmine aluminum lake
Use  mtreats frequent heartburn (occurs 2 or more days a week) m you get diarthea m you develop a rash or joint pain fiavor, hypromellose, hypromellose acetate '
- %‘Tm?&:‘:;’;?’e relf of heartbum; this drug may take If pregnant or breast-feeding, ask a health professional before use. succinate, lactose monohydrate, menthol, D ' E c u T
- Keep out of reach of children. In case of overdose, get medical help or modified starch, monoethanolamine,
wa”"'ngs contact a Poison Control Center right away (1-800-222-1222). polyethylene glycol 3350, sodium lauryl
) = = sulfate, sodium starch glycolate, sodium WI N D o w
Allergy alert: Do not use if you are allergic to omeprazole Directions stearate, sodium stearyl fumarate, sucralose,
Do not use if you have: m for adults 18 years of age and older talc, titanium dioxide, triacetin, triethyl citrate
] g?u:le or pain swallowing food, vomiting with blood, or bloody or m this product s to be used once a day (every 24 hours), every day for
Jack stools 14 days Questions or commentis?
m heartbum with lightheadedness, sweating or dizziness m it may take 1 to 4 days for full effect; some people get complete relief 1-800-719-9260
m chest pain or shoulder pain with shortness of breath; sweating; of symptoms within 24 hours
g:: spftea;iﬂg to arms, neck or shoulders; or lightheadedness 14-Day Course of Treatment
- m frequent ¢ pain Made in Israel
These may be signs of a serious condition. See your doctor. :mf‘:x,;wtoﬂg :g:ﬁ SiowA bokre il 2 s mecning Man uf:ﬁursd by:
Ask a doctor before use if you have: m do not take more than 1 tablet a day ;
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Drug Facts Drug Facts (continued) Drug Facts (continued)
Active ingredient (in each tablet) Purpose | Stop use and ask a doctorif:  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 benzyl ajcuml,gannlm, carnauba wax,
m you need to take more than 1 course of treatment every 4 months FD&C blue #2/indigo carmine aluminum lake,
Use wmtreats frequent heartbum (occurs 2 or more days a week) m you get diarrhea m you develop a rash or joint pain flavor, hypromellose, hypromellose acetate
» TST‘?&?J%“‘:‘%“ relief of heartburn; this drug may take If pregnant or breast-feeding, ask a health professional before use. succinate, lactose monohydrate, menthol, D ’ E c u T
Keep out of reach of children. In case of overdose, get medical help or modified starch, monoethanolamine,
Warnings contacta Poison Control Center right away (1-800-222-1222). polyethylene glycol 3350, sodium lauryl
- - sulfate, sodium starch glycolate, sodium
Allergy alert: Do not use f you are allergic to omeprazole Directions stearate, sodium stearyl fumarate, sucralose,
Do not use if you have: m for adults 18 years of age and older talc, titanium dioxide, triacetin, triethyl citrate
m trouble or pain swallowing food, vomiting with blood, or bloody or m this product is to be used once a day (every 24 hours), every day for -
black stools 14 days Questions or comments?
m heartburn with lightheadedness, sweating or dizziness m it may take 1 to 4 days for full effect; some people get complete relief 1-800-719-9260
m chest pain or shoulder pain with shortness of breath; sweating; of symptoms within 24 hours
_ pain spreading to ams, neck or shoulders; or lightheadedness 14-Day Course of Treatment Treats Frequent
;geq“’"‘ ge"%;‘ O soriotm comBion. Sa0 vour docky m swallow 1 tablet with a glass of water before eating in the moming Made in Israel Heartburn!
e may be signs of a serious condition. See your doctor. m take every day for 14 days Manufactured by: Occurring
Ask a doctor before use if you have: m do not take more than 1 tablet a day § .
m had heartburn over 3 months. This may be a sign of a more serious m do not use for more than 14 days unless directed by your doctor Dexcel Pharma Technologies Ltd s ora"v.,:.d? ays
condition, m swallow whole. Do not chew, crush, or suck tablets. 10Hakidma Street, Yokneam 2069200, lsrael
m frequent wheezing, particularly with heartburn Repeated 14-Day Courses (if needed)
m unexplained weight loss m you may repeat a 14-day course every 4 months
W naused of vomiting  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
m prescription antifungal or anti-yeast medicines may sometimes be caused by a serious condition.
m diazepam (anxiety medicine) - -
m digoxin (heart medicine) Om;wgggaﬂm; —
m tacrolimus or mycophenolate mofetil immune system medicines) mre ons and warnings before use *This productis not manufactured or distributed Coated with
m prescription antiretrovirals (medicines for HIV infection) m keep the carton. ft contains important information. A
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

42 Tablets (Bottle Carton)

L 1
|
C S
Drug Facts Drug Facts (continued) Drug Facts (continued)
Active mg,-ed,em (in each tablet) Purpose | Stop use and ask a doctorif:  m your heartburn continues or worsens Inactive ingredients
Omeprazole Acid reducer || ® you need to take this product for more than 14 days ) alcohol gannlne carnauba wax,
m you need to take more than 1 course of treatment every 4 months FD&C blue sz/lndlgo carmine aluminum lake
Use  wmtreats frequent heartbum (occurs 2 or more days a week) m you get diarrhea m you develop a rash or joint pain !
' ot intended for immediate relef of heartburn; this drug may take oo Ly st gadrrd
1104 days for fulleffect ' fug may If pregnant or breast-feeding, ask a health professional before use. succinate, lactose monohydrate, menthol,
r Keep out of reach of children. In case of overdose, get medical help or modified starch, monoethanolamine,
wam,',,gs contact a Poison Control Center right away (1-800-222-1222). polyethylene glycol 3350, sodium lauryl
- - sulfate, sodium starch glycolate, sodium
Allergy alert: Do not use if you are allergic to omeprazole Directions stearate, sodium stearyl fumarate, sucralose,
Do not use if you have: m for adults 18 years of age and older talc, titanium dioxide, triacetin, triethyl citrate
m trouble or pain swallowing food, vomiting with blood, or bloody or m this product is to be used once a day (every 24 hours), every day for
black stools i - 14 days Questions or comments?
m heartburn with lightheadedness, sweating or dizziness m it may take 1 to 4 days for full effect; some people get complete relief 1-800-719-9260
m chest pain or shoulder pain with shortness of breath; sweating; of symptoms within 24 hours
pain spreading to arms, neck or shoulders; o lightheadedness 14-Day Course of Treatment Treats Frequent
;‘20‘1‘”‘" ge"zt Pi:f' ious conditin. See your docto mswallow 1 tablet with a glass of water before eating in the moming Made in Israel Heartburn!
e £ Smrmemiie sty
a use if you m do not take more a PharmaTe ies Lid 2 Or More Days
m had heartburn over 3 months. This may be a sign of a more serious m do not use for more than 14 days unless directed by your doctor 10 Hakidma Street, Yokneam 2069200, fsrael a Week

condition.
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)
l tacrolimus or mycophenolate mofetil (immune system medicines)
ines for HIV infection)
I methotrexate (arthritis medicine) >

m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartburn in children
may sometimes be caused by a serious condition.

Other information

m read the directions and warnings before use

m keep the carton. ft contains important information.

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

J'/

Reference ID: 4179522

¢

Coated with
Wildberry Mint Flavor

*This productis not manufactured or distributed

Tips for Managing Heartburn
m Do not lie flat or bend over
after eating
= Do not wear tight-fitting dlothing
around the stomach
= 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

Compare to Prilosec OTC®*

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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Treats Frequent Heartburn!

Occurring 2 Or More Days a Week :
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Acid Reducer
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Coated with
Wildberry Mint Flavor

SWALLOW - DO NOT CHEW

42 Tablets

Three 14-day courses of treatment
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Proposed Draft Labeling

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

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

L 1
C D
J
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 Oy P
Omeprazole go ma. ( 4 w',f.fm m you need to take this product for more than 14 days I{Z?zﬁ%glﬁqgﬁ;‘r:gﬁm wax,
m you need to take more than 1 course of treatment every 4 months FD&C blue £2, /indigo camine alumlnur;i lake.
Use  wtreats frequent heartburn (occurs 2 or more days a wieek) m you get diarrhea m you develop a rash or joint pain '

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:

m trouble or pain swallowing food, vomiting with blood, or bloody or
black stools

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

These may be signs of a serious condition. See your doctor.

Ask a doctor before use if you have:

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

m 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, dopidogrel 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 fmmune 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)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartbum in children
may sometimes be caused by a serious condition.

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 >

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

10 Hakidma Street, Yokneam 2069200, Israel

*This product is not manufactured or distributed
by Procter & Gamble, distributor of Prilosec 0TC®.

Questions or comments?
1-800-719-9260
Treats Frequent
Made in Isragl Heartburn!
Manufactured by: Occurring
Dexcel Pharma Technologies Ltd 2 oralﬂvi;:!*lhys

Release

Coated with
Wildberry Mint Flavor

000000000

Reference ID: 4179522

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

alelayed
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Acid Reducer
SWALLOW - DO NOT CHEW

42 Tablets

Three 14-day courses of treatment
3 BOTTLES INSIDE
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Safety Feature -
Do not use If printed
seal under cap Is
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Proposed Draft Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

42 Tablets (Bottle Carton)

Reference ID: 4179522
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Dﬂlg 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 veil i
Omeprazole 20 mg. Acid reducer || m you need to take this product for more than 14 days g{f&%%?%;’gggm wax,
m you need to take more than 1 course of treatment every 4 months FD&C blue £2, lindigo camine aluminun"n ake,
Use  wtreats frequent heartburn (occurs 2 or more days a vieek) m you get diarhea m you develop a rash or joint pain !
' not intended for immediate relief of heartburm; this drug may take flavor, hypromeNioes, hypromelloss acetata
o4 e for full ffact ; Hhis drug may If pregnant or breast-feeding, ask a health professional before use. succinate, lactose monohydrate, menthol, D ' E c u T
yS Keep out of reach of children. In case of overdose, get medical help or modified starch, monoethanolamine,
ii contact a Poison Control Center right away (1-800-222-1222). polyethylene glycol 3350, sodium lauryl
Wamings
Allergy alert: Do not use if you are allergic to omeprazole - - sulfate, sodium starch glycolate, sodium
Do ':y use if you have: = = = ‘.’&"ffu’&’ﬁ years of age and older S Enntn Roaide R Mg Chent
tale, titanium dioxide, triacetin, triethyl citrate
] m; or ::ain swallowing food, vomiting with blood, or bloody or m this product is to be used once a day (every 24 hours), every day for e, -
ools 14 days i ?
m heartbum vith lightheadedness, sweating or dizziness m it may take 1 to 4 days for full effect; some people get complete relief Questions or comments?
m chest pain or shoulder pain with shortness of breath; sweating; of symptoms within 24 hours
pain a:rﬂe:;ng to ?rms, neck or shoulders; or lightheadedness 14-Day Course of Treatment Treats Frequent
- m frequel pain m swallow 1 tablet with a glass of water before eating in the morni Made in Israel !
These may be signs of a serious condition. See your doctor. m take every day for 14 dgs ng ng actured by: Hgggfr)rlllnrg
Ask a doctor before use if you have: m do not take more than 1 tablet a day A . . More
m had heartbum over 3 months. This may be a sign of a more serious m do not use for more than 14 days unless directed by your doctor Dexcel Pharma Technologies Ltd = Ora w.*lhys
condition. m swallow whole. Do not chew, crush, or suck tablets. 10 Hakidma Street, Yokneam 2069200, Israel
m frequent wheezing, particularly with heartburn Repeated 14-Day Courses (if needed)
m unexplained weight loss m you may repeat a 14-day course every 4 months
W nausea or vomiting  m 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, dopidogrel or cilostazol (blood-thinning medicines) m children under 18 years of age: ask a doctor. Heartbum in children
m prescription antifungal or anti-yeast medicines may sometimes be caused by a serious condition.
m diazepam (anxiety medicine) - =
m digoxin (heart medicine) Otrg;r m?ganziatlﬂ S
m tacrolimus or mycophenolate mofetil fmmune system medicines) u rectons and warnings use *This product is not manufactured or distributed Coated with
m prescription antiretrovirals (medicines for HIV infection) m keep the carton. [t contains important information. by Pacta & Gamble, disiouta ofPisec OTC. Wildberry Mint Flavor
\ m methotrexate (arthritis medicine) p | m store at 20-25°C (68-77°F) and protect from moisture >
=|

Bonus! 14 Free ompare to Prilosec 0

DIE CUT DIE CUT

WINDOW = WINDOW B WINDOW

2MDelayed
Re-lease Tahletsk20/mg;
42 28 Tablets

Acid Reducer
Three Two 14-day courses of treatment

SWALLOW - DO NOT CHEW
3 ZBOTTLES INSIDE

00-000-0000 20

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

W@

LOOOO OUODEI

40174 FAC3-E

LODE AREA

Location for

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 Condi d

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

LEADING: 6.5 pt
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TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets (Bottle Carton)
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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 heartbum continues or worsens ive il i
St Gy eovent ( ) Acid ucer | myou nestotake s procctfor more than 14 days Inactive ingredients s

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

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

Warmnings

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

Do not use if you have:

m trouble or pain swallowing food, vomiting with blood, or bloody or
black stools

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

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 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 jmmune 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)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartbum in children
may sometimes be caused by a serious condition.

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 >

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

Reference ID: 4179522

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 Heartbum
m Do not lie fiat or bend over
after eating

m Avoid heartbum-causing foods such as rich,

spicy, fatty or fried foods, chocolate, caffeine,

m Quit smoking

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

Bonus Pack! 14 Free Compare to Prilosec OTC®*

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

flavor, hypromellose, hypromellose acetate =
succinate, lactose monohydrate, menthol, 8
modified starch, monoethanolamine, S
polyethylene glycol 3350, sodium lauryl S
sulfate, sodium starch glycolate, sodium =
stearate, sodium stearyl fumarate, sucralose, =
talc, titanium dioxide, triacetin, triethyl citrate 8
Questions or comments?
1-800-719-9260
Tre:'t: :’tl;aqulent @ I I -
Made in Israel arturn!
Dexcel Pharma Technologies Lid 2 Or More Days
10 Hakidma Street, Yokneam 2069200, Israel a Week
Ac:d Reducer
SWALLOW - DO NOT CHEW
42 28 Tablets
Coated with
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(continued) 8 pt Helvetica Neue 57 Condensed

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

Neue 57 Cond
LEADING: 6.5 pt
BULLETS: 5 pt Square with 2 M'S

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets
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Wildberry Mint Flavor
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42 Tablets
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Proposed Draft Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

42 Tablets (Bottle Carton)
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Drug Facts Drug Facts (continued) Drug Facts (continued) Trlple Pack Three 14-day courses of treatment ompare to Prilosec OTC®
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 benzyl alcohol, carmine, camauba wiax,

Use wmtreats 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

Warnings

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

Do not use if you have:

m trouble or pain swallowing food, vomiting with blood, or bloody or
black stools

m heartbumn with lightheadedness, sweating or dizziness

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

- m frequent chest pain

These may be signs of a serious condition. See your doctor.

Ask a doctor before use if you have:

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

m frequent wheezing, particularly with heartbum

m unexplained weight loss

mnausea 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 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)
' you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartbum in children
may sometimes be caused by a serious condition.

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 >

/

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

Reference ID: 4179522

J

2

DIE CUT
WINDOW = WINDOW

DIE CUT DIE CUT

WINDOW

00-000-0000 20

Questions or comments?
1-800-719-9260
=30 lelDelayed
Madein lsrael eartburn!
Manufactured by: Occurring m ep r a z 0 e e a ye
Dexcel Pharma Technologies Lid 2 Or More Days S -
10 Hakidma Street, Yokneam 2069200, Israel aWeek y F ‘ @ ‘ a‘g
Acid Reducer
SWALLOW - DO NOT CHEW
Q 42 Tablets
3"#&2”3%‘%‘3;2&?‘3&??3&%‘?223 gmrg'. flov:ig;::ry Mint Flavor Lo ooursag 2&}?{’% .t.'{;?é‘é

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

LOOOO 00000

40174 FAC3-G

LODE AREA

Location for

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 pt

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

HAIRLINES: 0.5 pt

> lot number and
expiration date

7-11-17



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

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

42 Tablets (Bottle Carton)

¥

Omeprazole 20 mg.

Use mireats frequent heartburn (occurs 2 or more days a week)

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

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

Wamings

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).

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

Do not use if you have:

m frequent chest pain

m trouble or pain swallowing food, vomiting with blood, or bloody or
black stools

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

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 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 fmmune system medicines)
m prescription antiretrovirals (medicines for HIV infection)

m methotrexate (arthritis medicine)

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

L 1
1
\3 Do
Do
Do
J
Drug Facts Drug Facts (continued) Drug Facts (continued)
Active ingredient (in each tablet) Stop use and ask a doctor if:  m your heartbum continues or worsens Inactive ingredients 7 np

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

DIE CUT

DIE CUT DIE CUT

WINDOW = WINDOW = WINDOW

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

broken or missing

00-000-0000

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 >

Questions or comments?
1-800-719-9260
Treats Frequent
Made in Israel Heartburn!
Manufactured by: Occurring
Dexcel Pharma Technologies Ltd 2 Or More Days
10 Hakidma Street, Yokneam 2063200, Israel aWeek

OmeprazoleibDelayed
Releasellahleisy20img
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets (Bottle Carton)

condition.
m frequent wheezing, pan:lcuany 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 prescription antifungal or anti-yeast medicines
m diazepam (anxiety medicine)
mdigoxin (heart medicine)

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

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

m tacrolimus or mycophenolate mofetil (immune system medicines)

m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartbum in children
may sometimes be caused by a serious condition.

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 >

d L |
|
(/ \) Do no
Do no
0 d
Do no
/ Drug Facts Drug Facts (continued) Drug Facts (continued) value Pack.
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 | myou need to take this product for more than 14 days benzyl alcohol, -‘c’mm carnaubawax, 3..1 4 TabIGt BOtues
m you need to take more than 1 course of treatment every 4 months FD&C blue #Ziindioo camine aluminum lake
Use wmteats frequent heartbum (occurs 2 or more days a week) m you get diarrhea m you develop a rash or joint pain flavor, hypromellose, hypromellose acetate !
n :«{oirzmgedf;m ﬁ;ulnmm relief of heartburn; this drug may take If pregnant or breast-feeding, ask a health professional before Use. succinate, lactose monohydrate, menthol, D ' E c u T
s Keep out of reach of children. In case of overdose, get medical help or modified starch, monoethanolamine,
Wamings contact a Poison Control Center right away (1-800-222-1222). polyethylene glycol 3350, sodium lauryl
m— sulfate, sodium starch glycolate, sodium WI N D o w
et 11 i e e
m for adults 18 years of age and older talc, titanium dioxide, triacetin, triethyl citrate
m trouble or pain swallowing food, vomiting with blood, or bloody or m this product is to be used once a day (every 24 hours), every day for -
black stools 14 days Questions or comments?
m heartburn with lightheadedness, sweating or dizziness m it may take 1 to 4 days for full effect; some people get complete relief 1-800-719-9260
m chest pain or shoulder pain with shortness of breath; sweating; of symptoms within 24 hours
pain spreading to arms, neck or shoulders; or lightheadedness 14-Day Course of Treatment Treats Frequent
m frequent chest pain m swallow 1 tablet with a glass of water before eating in the morning Made in Isragl Heartburn!
These may be signs of a serious condition. See your doctor. m take every day for 14 days Manufactured by: Occurring
Ask a doctor before use if you have: m do not take more than 1 tablet a day . N
Dexcel Pharma Technologies Lid 2 Or More Days
m had heartburn over 3 months. This may be a sign of a more serious m do not use for more than 14 days unless directed by your doctor 10 Hakidma Street, Yokneam 2060200, lsrael aWeek

¢

Coated with
Wildberry Mint Flavor

*This product is not manufactured or distributed
by Procter & Gamble, distributor of Prilasec OTC®.
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FRONT PANEL

Instant Redeemable Coupon - Expires XX-XX-XX Compare to Prilosec OTC®*

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole Dela yed
¢ 14 Tablets

91574 FA CP4 One 14-day course of treatment
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SAVE sX NOW!
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NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
14 Tablets (Bottle Carton) Peel 0ff Coupon

FRONT PANEL BACK PANEL

L S it o " SAVESX NOW!

On This Purchase

00-000-0000 9aN

Compare to Prilosec OTC®* M m’

Treats Frequent Heartburn! MANUFACTURER'S COUPON  EXPIRATION DATE XX/XX/XXXX
Occurring 2 Or More Days a Week on your purchase of |
" - SAVE sxxx 14 COUNT SZE |
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OmeprazolejDelayed
Releasellablets§20iny;
Q 28 Tablets

Two 14-day courses of treatment

_ 915D6 FA P4 2 BOTILES INSIDE )
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- SAVESXNOW!
| 'S UPOXPIRATIO n )ouxxm( n’"e"mde
I x 28 COUNT SIZE |
i e T Delayed
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
42 Tablets Peel 0Off Coupon

FRONT PANEL
-

Instant Redoemable Qotgpan - Expives DXEXK Compare to Prilosec OTC®*

On This Purchase HDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole Dela yed

Q 42 Tablets

91555 FA CP4 Three 14-day courses of treatment

2~ “r

BACK PANEL
e )

SAVE sX NOW!

MANUFACTURER'S COUPON EXPIRATION DATE XX/XX/XXXX
| et OITICOIAZONE
SAVE Y _ “eees! /

“Store Brand” Omeprazole |
e Dejayed Release
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peos A et " "0 pougtng |
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
42 Tablets (Bottle Carton) Peel 0ff Coupon

FRONT PANEL

Instant Redeemable Coupon - Expires XX-XX-XX

SAVE sX NOW!

On This Purchase

NDC 0000-000-00 Compare to Prilosec 0TC®*
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets Peel Off Coupon

FRONT PANEL

Instant Redeemable Coupon - Expires XX-XX-XX Compare to Prilosec OTC®*

NDC 00000-000-00
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Occurring 2 Or More Days a Week
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. SWALLOW - DO NOT CHEW
Coatedwith 14 Tablets
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets (Bottle Carton) Peel 0ff Coupon

FRONT PANEL BACK PANEL

ff rtrthedeensiveCapon-Epies 06X 4 N\
<y SAVE *X NOW! SAVE sX NOW!

On This Purchase

00-000-0000 9AN

20 mg
Compare to 14 Count

Prilosec OTC®*

Treats Frequent Heartbum!
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
28 Tablets Peel 0ff Coupon

FRONT PANEL

Instant Redeemable Coupon - Expires XX-XX-XX Compare to Prilosec 0TC®*

On This Purchase NDG 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole Dela yed

Acid Reducer

Q SWALLOW - DO NOT CHEW

c«:gted with i 28 Tﬂb'EtS
Wildberry Mint Flavor
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
28 Tahlets (Bottle Carton) Peel 0ff Coupon
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Compare to Prilosec 0TC®*
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets Peel 0ff Coupon

FRONT PANEL

Compare to Prilosec 0TC®*

On This Purchase NDC 00000-000-00

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 (Wildberry Mint)
42 Tablets (Bottle Carton) Peel 0ff Coupon
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