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6.5 pt Helvetica Black Cond.

5 pt Helvetica Bold Cond.
6 pt Helvetica Bold Cond.

6 pt Helvetica Medium

Place tablet on tongue; tablet
disintegrates, with or without water.
Do not crush or chew tablets.

Take 1 tablet every day for 14 days.
Do not take for more than 14 days
or more often than every 4 months

First two doses of a 14-day course of treatment.

Disintegrating Tablets 20 mg
acid reducer
Push tablet through foil
Dexcel Pharma Technologies Ltd
10 Hakidma Street, Yokneam
2069200, Israel

............ unless directed by a doctor.
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acid reducer
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Do not crush or chew tablets.
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Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
14 Tablets (Ilnner Carton)
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Safety Feature - T
“0T mn nEsnE Do not use if printed tablet /N -
blister unit is open or torn. \ iJ
L
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A ELTech

Meits In Your Mouth

Omeprazole

Delayed Release
Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

Melts in your mouth

Dissolves without water

Strawberry

Flavor

One 14-day course

14 TABLETS

g of treatment Actual size p"’”/j
r
| Tips for Managing Heartburn
/ \ m Do not lie flat or bend over after eating m Avoid heartbum-causing foods such as rich, spicy, fatty or fried foods,
\_ / m Do not wear tight-fitting clothing around the stomach chocolate, caffeine, alcohol and certain fruits and vegetables
m Do not eat before bedtime m Eat slowly and avoid big meals
m Raise the head of your bed m If overweight, lose weight  m Quit smoking
e
| | I | | r
MODIFIED FORMAT
TYPE SIZES:

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

HEADINGS: 7 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 pt

BULLETS: 5 pt Square with 2 M'S spacing betv

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

HAIRLINES: 0.5 pt

Reference ID: 4227553 8-31-17
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Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
2 Tablets

e 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,
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
tayuepjabnolm %

m Raise the head of your bed m If overweight, lose weight ~ m Quit smoking
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Safety Feature -
- “0T mn sn“ Do not use if printed tablet -
blister unit is open or tom.
Read Drug Facts label on back before trying MELTech™

FREE SAMPLE INSIDE Melt In Your Mouth

NDC 64239-XXX-07

NEW DOSAGE FORM! FDA Approved

Omeprazole
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Delayed Release
Orally Disintegrating Tablets 20 mg
Acid Reducer

Treats Frequent Heartburn! Orally

Occurring 2 or More Days a Week Disintegrating
Tablets

2 TABLETS Melts in your mouth
Follow samples with a 14-day course of freatment Dissolves wilhoutwater

MODIFIED FORMAT

TYPE SIZES:

TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Neue 57 Cond: d
LEADING: 6 pt
BULLETS: 5 pt Square with 2 M'S Iing between stat it

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

Reference ID: 4227553 [ HEAVT LNEs: 1.5 pt

HAIRLINES: 0.5 pt
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NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
14 Tablets
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| | [ |
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— Tips for Managing Heartbum N
m Do not lie flat or bend over after eating m Avoid heartbum-causing foods such as rich, spicy, fatty or fried foods,
m Do not wear tight-fitting clothing around the stomach chocolate, caffeine, alcohol and certain fruits and vegetables
m Do not eat before bedtime m Eat slowly and avoid big meals
3 m Raise the head of your bed m If overweight, lose weight  m Quit smoking L
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Safety Feature -
- Do not use if printed tablet -
0 0000"0000 0 blister unit is open or torn.
J

=
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NDC 64239-XXX-01

NEW DOSAGE FORM!

MELTech™

Melts In Your Mouth

Omeprazole

Delayed Release

Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

ONE 14-DAY COURSE
OF TREATMENT

14 TABLETS

Melts in your mouth
Dissolves without water

Reference ID: 4227553

MODIFIED FORMAT

TYPE SIZES:

(continued) 7 pt

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

TEXT: 6 pt Helvetica Neue 57 C

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

LEADING: 6 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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m Avoid heartbum-causing foods such as
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Tips for Managing Heartburn
m Do not lie flat or bend over after eating Safety Feature -
m Do not wear tight-fitting clothing around Do not use if printed tablet
the stomach blister unit is open or torn.
m Do not eat before bedtime
m Raise the head of your bed

NDC 64239-XXX-02

NEW DOSAGE FORM!

caffeine, alcohol and certain fruits and
vegetables

0 m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

MELTech™

Melts In Your Mouth

Omeprazole

Delayed Release

Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Melts in your mouth
Dissolves without water

n

STANDARD FORMAT

TYPE SIZES:

TEXT: 6 pt Helvetica Neue 57 C:

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

LEADING: 6.5 and 7.0 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
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NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
42 Tablets
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Tips for Managing Heartburn
m Do not lie flat or bend over after eating Safety Feature -
m Do not wear tight-fitting clothing around Do not use if printed tablet
the stomach blister unit is open or torn.
m Do not eat before bedtime
0 O 0 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

NDC 64239-XXX-03

NEW DOSAGE FORM!

k 1Y055 FA C2
-

MELTech™

Melts In Your Mouth

Omeprazole

Delayed Release

Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

42 TABLETS  peimayrss

Strawaerry

lavor

Melts in your mouth
Dissolves without water

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

TEXT: 6 pt H Neue 57 G

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

LEADING: 6.5 and 6.7 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

BULLETS: 5 pt Square with 2 M'S

between

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

9-13-17
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
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 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
r m Raise the head of your bed m If overweight, lose weight ~ m Quit smoking N
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Safety Feature -
- Do not use if printed tablet -
00000 00000 blister unit is open or tom.

NDC 64239-XXX-01

NEW DOSAGE FORM!

M_EI.Tech’”

Melts In Your Mouth

Omeprazole

Delayed Release

Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

ONE 14-DAY COURSE
OF TREATMENT

14 TABLETS

Strawberry
Flavor

Orally
Disintegrating
Tablets

Melts in your mouth

Dissolves without water

000000000

|

Reference ID: 4227553

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
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed

TEXT: 6 pt | Neue 57 C

LEADING: 6 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

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

sta

TELEPHONE #:6 pt Helvetica Neue 77 Bold Condensed
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg

N

il

NDC 64239-XXX-02

NEW DOSAGE FORM!

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

P

Melts In Your Mouth

Omeprazole

Delayed Release

Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Strawberry
Ravor

Orally
Disintegrating
Tablets

Melts in your mouth ¢
Dissolves without water

Reference ID: 4227553

STANDARD FORMAT

TYPE SIZES:

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

LEADING: 6.5 and 7.0 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

(continued) 8 pt Helvetica Neue 57 C
HEADINGS: 8 pt Helvetica Neue 77 Bold Condensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed
TEXT: 6 pt Helvetica Neue 57 Condensed

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

-
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Tips for Managing Heartbum
m Do not lie flat or bend over after eating Safety Feature -
m Do not wear tight-fitting clothing around Do not use if printed tablet
the stomach blister unit is open or torn.
m Do not eat before bedtime
m Raise the head of your bed
m Avoid heartburn-causing foods such as
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expiration date



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

This label may not be the latest approved by FDA.

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
42 Tablets
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Tips for Managing Heartburn
m Do not lie flat or bend over after eating Safety Feature -
m Do not wear tight-fitting clothing around Do not use if printed tablet
the stomach blister unit is open or torn.
m Do not eat before bedtime
0 0 m Raise the head of your bed
m Avoid heartbum-causing foods such as
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Reference ID: 4227553

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

vegetables

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

m Quit smoking

NDC 64239-XXX-03

NEW DOSAGE FORM!

MELTech™

Melts In Your Mouth

Omeprazole

Delayed Release

Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

42 TABLETS B

Strawberry
Flavor

Orally
Disintegrating
Tablets

Melts in your mouth
Dissolves without water

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.7 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

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

between

9-13-17
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
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 clothing around the stomach chocolate, caffeine, alcohol and certain fruits and vegetables
m Do not eat before bedtime m Eat slowly and avoid big meals
3 m Raise the head of your bed m If overweight, lose weight ~ m Quit smoking L
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Safety Feature -
Do not use if printed tablet
blister unit is open or tom.

NDC 64239-XXX-01

NEW DOSAGE FORM!

MELTech™

Melts In Your Mouth

Child-resistant

Omeprazole

Delayed Release
Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

ONE 14-DAY COURSE
OF TREATMENT

14 TABLETS

Strawberry

Flavor
Melts in your mouth ﬂ
Dissolves without water o
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Reference ID: 4227553

MODIFIED FORMAT

TYPE SIZES:

TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Hi Neue 57 Cond

LEADING: 6 pt

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

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt

9-13-17
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg

Location for
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Tips for Managing Heartburn -
m Do not lie flat or bend over after eating Safety Feature -
m Do not wear tight-fitting clothing around Do not use if printed tablet
the stomach blister unit is open or torn.
m Do not eat before bedtime
m Raise the head of your bed

N N

i

NDC 64239-XXX-02

NEW DOSAGE FORM!

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

PrliELTect

Melts In Your Mouth

Child-resistant

Omeprazole

Delayed Release

Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

28 TABLET

TWO 14-DAY COURSES
OF TREATMENT

Melts in your mouth
Dissolves without water

Reference |ID: 4227553

.|
-

STANDARD FORMAT

TYPE SIZES:

(continued) 8 pt Helveti

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

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 and 7.0 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
42 Tablets
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Tips for Managing Heartburn
m Do not lie flat or bend over after eating Safety Feature -
m Do not wear tight-fitting clothing around Do not use if printed tablet
the stomach . blister unit is open or torn.
m Do not eat before bedtime
0 0 m Raise the head of your bed
m Avoid heartbum-causing foods such as

rich, spicy, faty or fried foods, chocolate,
caffeine, alcohol and certain fruits and

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

NDC 64239-XXX-03

MAIE/LTech"“

Melts In Your Mouth

NEW DOSAGE FORM! Child-resistant

Omeprazole

Delayed Release
Orally Disintegrating Tablets 20 mg

Acid Reducer

000000000

Strawaerry

lavor

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

Melts in your mouth
Dissolves without water

42 TABLETS B

STANDARD FORMAT

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

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

LEADING: 6.5 and 6.7 pt

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

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt

Reference ID: 4227553 9-13-17




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

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
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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Safety Feature -
= Do not use if printed tablet =
0 ""00000"00000" o blister unit is open or tom.

NDC 64239-XXX-01

NEW DOSAGE FORM!

MELTech™

Melts In Your Mouth

FDA Approved

Omeprazole

Delayed Release

Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

ONE 14-DAY COURSE
OF TREATMENT

14 TABLETS

Strawberry

Flavor

&

|

MODIFIED FORMAT

TYPE SIZES:

000000000

TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Cond d
LEADING: 6 pt
BULLETS: 5 pt Square with 2 M'S sp bety sta

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

Reference ID: 4227553
8-31-17




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

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
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m Avoid heartburn-causing foods such as
rich, spicy, fatty or fried foods, chocolate,

28 Tablets
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Tips for Managing Heartbum
m Do not lie flat or bend over fter eating Safety Feature -
m Do not wear tight-fitting clothing around Do not use if printed tablet
the stomach blister unit is open or torn.
m Do not eat before bedtime
m Raise the head of your bed
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m Quit smoking

NDC 64239-XXX-02

NEW DOSAGE FORM!

caffeine, alcohol and certain fruits and

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

MELTech™

Melts In Your Mouth

FDA Approved

Omeprazole

Delayed Release

Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Melts in your mouth
Dissolves without water

Reference ID: 4227553

STANDARD FORMAT

TYPE SIZES:

SUBHEADINGS: 6 pt Helvetica Neue
TEXT: 6 pt | Neue 57 Cond

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

77 Bold Condensed

LEADING: 6.5 and 7.0 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
42 Tablets
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Tips for Managing Heartburn
m Do not lie flat or bend over after eating Safety Feature -
m Do not wear tight-fitting clothing around Do not use if printed tablet
the stomach blister unit is open or torn.
m Do not eat before bedtime
0 0 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

L 1Y055 FA C2-A
-

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

NDC 64239-XXX-03

MM/Tech"‘

Melts In Your Mouth

FDA Approved

NEW DOSAGE FORM!

Omeprazole

Delayed Release
Orally Disintegrating Tablets 20 mg

Acid Reducer

Strawaerry

lavor

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

Melts in your mouth
Dissolves without water

42 TABLETS  irigyerss

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 and 6.7 pt

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

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt 9'1 3'1 7

Reference ID: 4227553




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

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
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Tips for Managing Heartburn
m Do not lie flat or bend over after eating Safety Feature -
m Do not wear tight-fitting clothing around Do not use if printed tablet
the stomach blister unit is open or torn.
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
0 0 m Eat slowly and avoid big meals
m If overweight, lose weight
m Quit smoking

Reference ID: 4227553

N N

NDC 64239-XXX-02

NEW DOSAGE FORM!

P

Melts In Your Mouth

Value 2 Pack

Omeprazole

Delayed Release

Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Strawberry
Flavor

Melts in your mouth
D

Issolves without water

-

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 7.0 pt
BULLETS: 5 pt Square

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

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

-
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Location for
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1

> lot number and
expiration date



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

This label may not be the latest approved by FDA.

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
42 Tablets
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Tips for Managing Heartburn
m Do not lie flat or bend over after eating Safety Feature -
m Do not wear tight-fitting clothing around Do not use if printed tablet
the stomach blister unit is open or torn.
m Do not eat before bedtime
0 0 m Raise the head of your bed
m Avoid heartbum-causing foods such as

O
O
O
(=
(e
o
ol
[
O

Reference ID: 4227553

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

vegetables

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

m Quit smoking

NDC 64239-XXX-03

NEW DOSAGE FORM!

MELTech™

Melts In Your Mouth

Value 3 Pack

Omeprazole

Delayed Release

Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

42 TABLETS  rigyerss

Strawaerry

lavor

Melts in your mouth
Dissolves without water

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

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 and 6.7 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

BULLETS: 5 pt Square with 2 M'S

between

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

9-13-17



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

Proposed Draft Labeling
NDA 209400

Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
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Tips for Managing Heartburn
m Do not lie flat or bend over after eating Safety Feature -

Reference ID: 4227553

N N

o

NDC 64239-XXX-02

NEW DOSAGE FORM!

m Do not wear tight-fitting clothing around Do not use if printed tablet
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

0 m Eat slowly and avoid big meals

m If overweight, lose weight
m Quit smoking

blister unit is open or torn.

MELTech™

Melts In Your Mouth

Buy One 14 Count,
Get One 14 Gount Free!

Omeprazole

Delayed Release

Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

28 TABLETS 1o counses

Melts in your mouth
Dissolves without water

.|
-

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 Hi tica Neue 57 C

a "

LEADING: 6.5 and 7.0 pt
BULLETS: 5 pt Square

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

-

9-13-17

I B

Location for

0000000CQCO0

1

> lot number and
expiration date



This label may not be the latest approved by FDA.

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg

For current labeling information, please visit https://www.fda.gov/drugsatfda
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Tips for Managing Heartburn
m Do not lie flat or bend over after eating Safety Feature -

Reference ID: 4227553

]‘ 000000000

m Do not wear tight-fitting clothing around Do not use if printed tablet
the stomach blister unit is open or tor.
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
0 0 m Eat slowly and avoid big meals

m If overweight, lose weight
m Quit smoking

NDC 64239-XXX-02 NMELTeChm

NEW DOSAGE FORM!

100% More Free!
Omeprazole

14 Free Tablets!
Delayed Release

Orally Disintegrating Tablets 20 mg
Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

28 TABLETS  1yosam counses

d
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STANDARD FORMAT

TYPE SIZES:

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

LEADING: 6.5 and 7.0 pt

BULLETS: 5 pt Square

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

HAIRLINES: 0.5 pt

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

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
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Tips for Managing Heartburn
m Do not lie flat or bend over after eating Safety Feature -
m Do not wear tight-fitting clothing around Do not use if printed tablet
mach blister unit is open or tom.
m Do not eat before bedtime
m Raise the head of your bed
m Avoid heartbum-causing foods such as

.
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NDC 64239-XXX-02

NEW DOSAGE FORM!

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

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

P liELTeot”

Melts In Your Mouth

Bonus Size!
14 Tablets Free

Omeprazole

Delayed Release

Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Strawberry
Flavor

Melts in your mouth
Dissolves without water

Reference ID: 4227553

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 7.0 pt
BULLETS: 5 pt Square

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

TELEPHONE #:6 pt Helvetica Neue 77 Bold Condensed

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

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg

Location for
lot number and
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rich, spicy, fatty or fried foods, chocolate,

28 Tablets
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Tips for Managing Heartbum
m Do not lie flat or bend over after eating Safety Feature -
m Do not wear tight-fitting clothing around Do not use if printed tablet
the stomach blister unit is open or torn.
m Do not eat before bedtime
m Raise the head of your bed
m Avoid heartburn-causing foods such as

—
=
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vegetables
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NDC 64239-XXX-02

NEW DOSAGE FORM!

caffeine, alcohol and certain fruits and

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

MELTech™

Melts In Your Mouth

Bonus Size! 14 Free

Omeprazole

Delayed Release

Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Strawberry

Flavor

Melts in your mouth
Dissolves without water

Reference ID: 4227553

STANDARD FORMAT

TYPE SIZES:

TEXT:6 pt Neue 57 G

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

LEADING: 6.5 and 7.0 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
28 Talblets
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Tips for Managing Heartbum
m Do not lie flat or bend over after eating Safety Feature -
m Do not wear tight-fitting clothing around Do not use if printed tablet
the stomach blister unit is open or torn.
m Do not eat before bedtime
m Raise the head of your bed
m Avoid heartburn-causing foods such as

vegetables

Il

NDC 64239-XXX-02

NEW DOSAGE FORM!

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

m Eat slowly and avoid big meals

m If overweight, lose weight
m Quit smoking

MELTech™

Melts In Your Mouth

Bonus! + 14 Free

Omeprazole

Delayed Release

Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Strawberry

Flavor

Melts in your mouth
Dissolves without water

Reference ID: 4227553

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

TEXT:6 pt Neue 57 G

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

LEADING: 6.5 and 7.0 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

9-13-17
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
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Tips for Managing Heartburn
m Do ot lie flat or bend over after eating Safety Feature -
m Do not wear tight-fitting clothing around Do not use if printed tablet
the stomach biister unit is open or tom.
m Do not eat before bedtime
m Raise the head of your bed
m Avoid heartbum-causing foods such as

M ﬂ
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NEW DOSAGE FORM!

NDC 64239-XXX-02

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

MELTech™

Melts In Your Mouth

Bonus! 14 Tablets FREE

Omeprazole

Delayed Release

Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

281

S TWO 14-DAY COURSES
OF TREATMENT

Strawberry
Flavor

Melts in your mouth
Dissolves without water

Reference ID: 4227553

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 7.0 pt
BULLETS: 5 pt Square

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

TELEPHONE #:6 pt Helvetica Neue 77 Bold Condensed

Il W

1
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Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
42 Tablets
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Tips for Managing Heartburn
m Do not lie flat or bend over after eating Safety Feature -
m Do not wear tight-fitting clothing around Do not use if printed tablet
the stomach _ blister unit is open or torn.
m Do not eat before bedtime
m Raise the head of your bed
m Avoid heartbum-causing foods such as

000000000

rich, spicy, fatty or fried foods, chocolate,
caffeine, alcohol and certain fruits and
ables
m Eat slowly and avoid big meals
m If overweight, lose weight
m Quit smoking

NDC 64239-XXX-03

MELTech‘“

Melts In Your Mouth

Bonus Pack: 28 + 14 Free

Omeprazole

Delayed Release
Orally Disintegrating Tablets 20 mg

Acid Reducer

NEW DOSAGE FORM!

Strawberry
Flavor

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

THREE 14-DAY COURSES
OF TREATMENT

Melts in your mouth
Dissolves without water

42 TABLETS

Reference ID: 4227553

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 G 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 and 6.7 pt

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

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt
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For current labeling information, please visit https://www.fda.gov/drugsatfda

This label may not be the latest approved by FDA.

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
42 Tablets
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Tips for Managing Heartburn
m Do not e flat or bend over after eating Safety Feature -
m Do not wear tight-fitting clothing around Do not use if printed tablet
the stomach , blister unit is open or torn.
m Do not eat before bedtime
0 0 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

NDC 64239-XXX-03

NEW DOSAGE FORM!

MELTech‘“

Melts In Your Mouth

Bonus Size!
14 Tablets Free

Omeprazole

Delayed Release

Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

42 TABLETS  peinye

Melts in your mouth
Dissolves without water

A

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 G

LEADING: 6.5 and 6.7 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

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

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

9-13-17



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

This label may not be the latest approved by FDA.

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
42 Tablets
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Tips for Managing Heartburn
m Do not lie flat or bend over after eating Safety Feature -
m Do not wear tight-fitting clothing around Do not use if printed tablet
the stomach blister unit is open or torn.
m Do not eat before bedtime
0 0 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

ables

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

m Quit smoking

NDC 64239-XXX-03

NEW DOSAGE FORM!

Delayed Release

MELTech™

Melts In Your Mouth

Bonus Size! 14 Free

Omeprazole

Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

42 TABLETS Bk

Strawberry

Flavor

Melts in your mouth
Dissolves without water

_‘L 1Y055 FA C2-G

STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt ica Neue 57 Cond d

LEADING: 6.5 and 6.7 pt

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

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt 9'1 3'1 7

Reference ID: 4227553
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For current labeling information, please visit https://www.fda.gov/drugsatfda

This label may not be the latest approved by FDA.

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
42 Tablets
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Tips for Managing Heartburn
m Do not lie flat or bend over after eating Safety Feature -
m Do not wear tight-fitting clothing around Do not use if printed tablet
the stomach blister unit is open or torn.
m Do not eat before bedtime
0 0 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

NDC 64239-XXX-03

NEW DOSAGE FORM!

MME/LTech’“

Melts In Your Mouth

Bonus! + 14 Free

Omeprazole

Delayed Release

Orally Disintegrating Tablets 20 mg

Acid Reducer

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS

Strawberry
Flavor

Melts in your mouth
Dissolves without water

000000000

STANDARD FORMAT

TYPE SIZES:

TEXT: 6 pt Helvetica Neue 57 C

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

LEADING: 6.5 and 6.7 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

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

between s

9-13-17



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

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
42 Tablets
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Tips for Managing Heartburn
m Do not lie flat or bend over after eating Safety Feature -
m Do not wear tight-fitting clothing around Do not use if printed tablet
the stomach blister unit is open or torn.
m Do not eat before bedtime
0 0 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

MELTech™

Melts In Your Mouth

Bonus! 14 Tablets FREE

Omeprazole

Delayed Release
Orally Disintegrating Tablets 20 mg

NDC 64239-XXX-03

NEW DOSAGE FORM!

000000000

Strawberry
Flavor

Treats Frequent Heartburn!
Occurring 2 or More Days a Week

Melts in your mouth
Dissolves without water

42 TABLETS  brseiiayemrss

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 G 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 and 6.7 pt

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

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt

Reference ID: 4227553
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This label may not be the latest approved by FDA.
current labeling information, please visit https://www.fda.gov/drugsat

Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
14 Tablets Peel Off Coupon

FRONT PANEL
d
J' instant Redeemable Coupon - Expires XX-XX-XX ” . MELTech™

‘ Mwsxm Me"s I" vour Moum

On This Purchase NDC 64239-XXX-01

NEW DOSAGE FORM!

Omeprazole

Delayed Release
Orally Disintegrating Tablets 20 mg
Acid Reducer

Treats Frequent Heartburn!

Occurring 2 or More Days a Week .
: . Melts in your mouth
Dissolves without water

14 TABLETS  osomouese

1Y074 FA CP1

BACK PANEL

7)?

A

SAVE sX NOW!

MANUFACTURER'S COUPON  EXPIRATION DATE XX/XX/XXXX
on your purchase of |
SAVE sxxx 14 COUNT SIZE |
! M

“Store Brand” Omeprazole |

! Delayed Release Orally Disintegrating Tablets 20 mg '

I :f"s“"m %"&:"‘W '"‘“““hh': COUPON NOT SUBJECT l m e p ra zo e
roneble TO DDUBLING

| mg’gﬁ Jﬁn:l;:)r:?su et itted Qmm«parsmnlasm Delayed Release

incompliancawith the terms
uf this offer. Cash value
! 4/100th of ane cent, Limit
one coum per customer.

ble. Coupon is

Orally Disintegrating Tablets 20 mg

I

]

]

|
l] ' 14 TABLETS

]

o;

normpmdudbla Coupons
cannct be combined. all

El\g"ny:landlodml o &
\'”g%%ﬁ"x 0 ""00000"0000
N 7
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Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
28 Tablets Peel Off Coupon

FRONT PANEL

Insiant Redeemable Coupon - Expires XX-XX-XX MELTech™
| o

SAVE sX NOW! o

On This Purchase NDC 64239-XXX-02

NEW DOSAGE FORM!

Omeprazole

Delayed Release
Orally Disintegrating Tablets 20 mg
Acid Reducer

Treats Frequent Heartburn!

Occurring 2 or More Days a Week .
° Y Melts in your mouth
Dissolves without water Ms,ug

28 TABLETS  Businimrss

Strawberry

Flavor

1Y930 FA CP1

BACK PANEL

7}?

-

SAVE SX NOW!

MANUFACTURER'S COUPON EXPIRATION DATE XX/XX/XXXX
on your purchase of |
'SAVE SY™ _ ™moesd

“Store Brand” Omeprazole |
Delayed Release Oraly Disintegrating Tablets 20 mg ! o I
: CONSUMER: Oriy one ¢ ommdoemﬂ: COUPON NOT SUBJECT l m e p ra z o e
| el tor fco v o st TO DOUBLING | Delayed Release
Orally Disintegrating Tablets 20 mg

| products (phs a Iuwlna foe) if submitted Customer pays any sales tax. |

1 incomp iance with the | I‘ ‘ ‘

| of this offer. Cash ralue |
1 1/100th of ona cent. Limit

Nty P B 0t
\HRiesar 0 7700000000007 o

| 0n2 coupon per customer.
S ¢
Reference ID: 4227553

28 TABLETS
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Proposed Draft Labeling
NDA 209400
Omeprazole Delayed Release Orally
Disintegrating Tablets 20 mg
42 Tablets Peel Off Coupon

FRONT PANEL
|
hstant Redeemable Cotpon - Expires XX-XX-XX MELTech™
) SAVE sX NOWV! B ac- -
On This Purchase NDC 64239-XXX-03

NEW DOSAGE FORM!

Omeprazole

Delayed Release
Orally Disintegrating Tablets 20 mg

Acid Reducer
Treats Frequent Heartburn!

Occurring 2 or More Days a Week .
: y Melts in your mouth
Dissolves without water

42 TABLETS  Bfeisamyors

Strawberry
Ravor

BACK PANEL

@ N

SAVE SX NOW!

MANUFACTURER'S COUPON  EXPIRATION DATE XX/XX/XXXX
on your purchase ot
SAVE sxxx 42 COUNT SIZE |
“Store Brand” Omeprazole :
Delayed Release Orally Disintegrating Tablets 20 mg O I
: CO’BUIIER. Oaznu svsdeemﬂb: COUPON NOT SUBJECT : m e p raz o e
1 dbanch o ass e o TODOUBLING | Delayed Release
Orally Disintegrating Tablets 20 mg

| products (s a ham feg) if s;.immed Customer pays any sales tax. |
| incomplianca with the

| of this offer. Cash nhu
| 1/100th of one cant. Limit
| 0ne coupon per customer.
1 Do Net ﬂ:h“(:octm\ is

non-reproducible. Coupons
: cannot be combined. Mail
1 propnr?lhandlndwlpnmb:

0
7/

S e

Reference ID: 4227553
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This is arepresentation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

KAREN M MAHONEY
02/28/2018
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