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Safety Feature -
KEEP THE CARTON AND PACKAGE INSERT, real
NnT rﬂn nEsnlE THEY CONTAIN IMPORTANT INFORMATION, Do not use if printed tablet AN -
blister unit is open or torn. \ J J
L

24 Hour

Delayed Release

Acid Reducer

14 TABLETS

One 14-day course
of treatment

Lansoprazole

Orally Disintegrating Tablets 15 mg

May take 1 to 4 days for full effect, although some people
get complete relief of symptoms within 24 hours

+ Clinically Proven To Treat Frequent Heartburn

Strawberry

Flavor

Actual size
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MODIFIED FORMAT
TYPE SIZES:

Reference ID: 4094191

LEADING: 6 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique

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

HEADINGS: 7 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

4-19-17



“dH ¥¢ @ploerald

10 J0JNQUISIP “OU] ‘U}[BaH JLUNSUOD SILBAON

£q panquysip Jo painjaejnuewW jou Si3onposd iy L,

Proposed Draft Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
14 Talblets
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Reference ID: 4094191

NDC 64239-181-01

New Dosage Form!

(24 Hour
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| | | | | | | | | KEEP THE CARTON AND PACKAGE INSERT, . ﬁafe“’.: ea.‘”t'ed'tabl )
THEY CONTAIN IMPORTANT INFORMATION. 0 mot use It printed tablet
o "00000"00000"" o blister unit is open or torn.

Compare to the active ingredient
in Prevacid® 24 HR*

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg

Acid Reducer

m May take 1 to 4 days for full effect, although some people

Strawberry
Flavor

get complete relief of symptoms within 24 hours

m Clinically Proven To Treat Frequent Heartburn

14 TABLETS

ONE 14-DAY COURSE
OF TREATMENT
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MODIFIED FORMAT

TYPE SIZES:

LEADING: 6 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique

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

HEADINGS: 7 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

3-24-17
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Reference ID: 4094191

Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

0 ‘ ‘00000‘00000‘“ 0

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

NDC 64239-181-02

New Dosage Form!

(724 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

m May take 1 to 4 days for full effect, although some people

Strawberry
Flavor

get complete relief of symptoms within 24 hours
m Clinically Proven To Treat Frequent Heartburn

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Ll

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 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

-

3-24-17
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Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
42 Tablets
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Reference ID: 4094191
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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

KEEP THE CARTON AND PACKAGE INSERT.
THEY CONTAIN IMPORTANT INFORMATION.

NDC 64239-181-03

New Dosage Form!

(24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

m |Vay take 1 to 4 days for full effect, although some people

Strawberry
Flavor

get complete relief of symptoms within 24 hours
m Clinically Proven To Treat Frequent Heartburn

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS

il

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 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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Proposed Draft Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
14 Talblets
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Safety Feature -

New Dosage Form!

24 Hour

KEEP THE CARTON AND PACKAGE INSERT.
THEY CONTAIN IMPORTANT INFORMATION.

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

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-01

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg

Acid Reducer

Melts in your mouth

Dissolves without water

Strawberry
Flavor

m Vlay take 1 to 4 days for full effect, although some people
get complete relief of symptoms within 24 hours

m (Clinically Proven To Treat Frequent Heartburn

ONE 14-DAY COURSE
OF TREATMENT

14 1ABLETS
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MODIFIED FORMAT

TYPE SIZES:

LEADING: 6 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique

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

HEADINGS: 7 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

3-24-17
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NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
28 Tablets
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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

00000

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

00000

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-02

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg

Acid Reducer

Melts in your mouth

Dissolves without water

Strawberry
Flavor

m May take 1 to 4 days for full effect, although some people
get complete relief of symptoms within 24 hours

m (linically Proven To Treat Frequent Heartburn

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Reference ID: 4094191

i

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 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

-

3-24-17



Proposed Draft Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
42 Tablets
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Reference ID: 4094191
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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

KEEP THE CARTON AND PACKAGE INSERT.
THEY CONTAIN IMPORTANT INFORMATION.

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-03

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg

Acid Reducer

Melts in your mouth

Dissolves without water

Strawberry
Flavor

= May take 1 to 4 days for full effect, although some people
get complete relief of symptoms within 24 hours

® Clinically Proven To Treat Frequent Heartburn

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS

Ll

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 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

-

3-24-17
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Proposed Draft Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
14 Talblets
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Safety Feature -

New Dosage Form!

24 Hour
Lansoprazole

Delayed Release

KEEP THE CARTON AND PACKAGE INSERT.
THEY CONTAIN IMPORTANT INFORMATION.

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

Compare to the active ingredient
in Prevacid® 24 HR*

Orally Disintegrating Tablets 15mg

Acid Reducer

m May take 1 to 4 days for full effect, although some people

Strawberry
Flavor

get complete relief of symptoms within 24 hours

m Clinically Proven To Treat Frequent Heartburn

ONE 14-DAY COURSE
OF TREATMENT

14 TABLETS
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PJ] saibojouyda) eueyd |9242Q
:q painjoeynueyy
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Orally
Disintegrating
Tablets
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(panunuo) spae4 bnig
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MODIFIED FORMAT

TYPE SIZES:

LEADING: 6 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique

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

HEADINGS: 7 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

3-24-17
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Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
28 Tablets
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Reference ID: 4094191

Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

0 ‘ “OOOOO‘OOOOO‘“ 0

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

NDC 64239-181-02

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

m May take 1 to 4 days for full effect, although some people

Strawberry
Flavor

get complete relief of symptoms within 24 hours
m Clinically Proven To Treat Frequent Heartburn

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Orally
Disintegrating
Tablets

Ll

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 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

-

3-24-16



Proposed Draft Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
42 Tablets
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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

KEEP THE CARTON AND PACKAGE INSERT.
THEY CONTAIN IMPORTANT INFORMATION.

NDC 64239-181-03

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

Strawberry
Flavor

m May take 1 to 4 days for full effect, although some people
get complete relief of symptoms within 24 hours

m Clinically Proven To Treat Frequent Heartburn

Orally

Disintegrating

THREE 14-DAY COURSES Tablets
OF TREATMENT

42 TABLETS

ol i

STANDARD FORMAT

TYPE SIZES:

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

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

HAIRLINES: 0.5 pt

3-24-17
Reference ID: 4094191




Proposed Draft Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
14 Talblets
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KEEP THE CARTON AND PACKAGE INSERT. Safety Feature -

THEY CONTAIN IMPORTANT INFORMATION. Do not use if printed tablet (AN -
blister unit is open or torn, \ J

Compare to the active ingredient

Child-r GSiStant in Prevacid® 24 HR*

NDC 64239-181-01

New Dosage Form!

24 Hour
Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

Acid Reducer

m May take 1 to 4 days for full effect, although some people
get complete relief of symptoms within 24 hours

m Clinically Proven To Treat Frequent Heartburn

Strawberry
Flavor

14 TABLETS  geisomsovs:
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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 Helvetica Neue 57 Condensed

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
Reference ID: 4094191 | L wes: 0.5 pt 4-19-17




Proposed Draft Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
28 Tablets
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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

0 ‘00000”00000“ 0

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

Child-resistant

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-02

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

m \ay take 1 to 4

s for full effect, although some people

Strawberry
Flavor

get complete relief of symptoms within 24 hours
m Clinically Proven To Treat Frequent Heartburn

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Reference ID: 4094191

il

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 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

-

4-19-17



Proposed Draft Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
42 Tablets

0"00000

0000

Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

KEEP THE CARTON AND PACKAGE INSERT.
THEY CONTAIN IMPORTANT INFORMATION.

Reference ID: 4094191

Child-resistant

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-03

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

m Vlay take 1 to 4 days for full effect, although some people

Strawberry
Flavor

get complete relief of symptoms within 24 hours
m Clinically Proven To Treat Frequent Heartburn

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS
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STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 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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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

0000 00000‘ 0

0

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

Buy One 14 Count,
Get One 14 Gount Free!

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-02

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

m Vay take 1 to 4 days for full effect, although some people

Strawberry
Flavor

get complete relief of symptoms within 24 hours
m Clinically Proven To Treat Frequent Heartburn

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Reference ID: 4094191

Ll

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 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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Proposed Draft Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
28 Tablets
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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg
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Delayed
Orally Di

Lansoprazole

Release
sintegrating Tablets 15mg

Safety Featur

tablet blister unit is open or torn.

¢ - Do not use if printed

0 HOOOOO‘OOOOO‘“ 0

THEY CONTAIN |

Reference ID: 4094191

100% More Free!
14 Free Tablets!

New Dosage Form!

24 Hour

KEEP THE CARTON AND PACKAGE INSERT.

MPORTANT INFORMATION.

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-02

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

m Vay take 1 to 4 days for full effect, although

Strawberry
some people AT

get complete relief of symptoms within 24 hours

m Clinically Proven To Treat Frequent Heartburn

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

“ Actual
size

Ll

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 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

3-24-17



Proposed Draft Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
28 Tablets
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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

0 ‘00000“00000“ 0

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

Value 2 Pack

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-02

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

m Vay take 1 to 4 days for full effect, although so!

Strawberry

0p|e Flavor

get complete relief of symptoms within 24 hours
m Clinically Proven To Treat Frequent Heartburn

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Reference ID: 4094191

Ll

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 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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Proposed Draft Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
42 Tablets

0 H “OODOOODOOOH‘ 0

Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

KEEP THE CARTON AND PACKAGE INSERT.
THEY CONTAIN IMPORTANT INFORMATION.

Reference ID: 4094191

Value 3 Pack

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-03

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

m |Viay take 1 to 4 days for full effect, although some people

Strawberry
Flavor

get complete relief of symptoms within 24 hours
m Clinically Proven To Treat Frequent Heartburn

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS
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STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 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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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

0

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

0000 00000‘ 0

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

Bonus Size! 14 Tablets Free

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-02

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

m Viay take 1 to 4 days for full effect, although som

Strawberry

people Flavor

get complete relief of symptoms within 24 hours
m Clinically Proven To Treat Frequent Heartburn

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Actual
size

Reference ID: 4094191

Ll

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 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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Lansoprazole

Delayed Release

/
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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

KEEP THE CARTON AND PACKAGE INSERT.
THEY CONTAIN IMPORTANT INFORMATION.

Reference ID: 4094191

Bonus Size! 14 Tablets Free

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-03

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

m Vay take 1 to 4 days for full effect, although some people

Strawberry
Flavor

get complete relief of symptoms within 24 hours

m Clinically Proven To Treat Frequent Heartburn

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS

Orally Disintegrating Tablets 15mg

“m

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 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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NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
28 Tablets
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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

0 ‘OOOOO‘OOOOO“ 0

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

Bonus Size! 14 Free

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-02

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

Strawberry
Flavor

m Vay take 1 to 4 days for full effect, although some people
get complete relief of symptoms within 24 hours

m Clinically Proven To Treat Frequent Heartburn

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

o
7 Actual
size

Reference ID: 4094191

Ll

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

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

HAIRLINES: 0.5 pt

-
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Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
42 Tablets
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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

KEEP THE CARTON AND PACKAGE INSERT.
THEY CONTAIN IMPORTANT INFORMATION.

Reference ID: 4094191

Bonus Size! 14 Free

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-03

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

m |Vay take 1 to 4 days for full effect, although some people

Strawberry
Flavor

get complete relief of symptoms within 24 hours
m Clinically Proven To Treat Frequent Heartburn

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS

ml

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 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

-

3-24-17




Proposed Draft Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
28 Tablets
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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

0‘0

00000"0000

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

Reference ID: 4094191

Bonus! + 14 Free

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-02

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

m Vay take 1 to 4 days for full effect, although some people

Strawberry
Flavor

get complete relief of symptoms within 24 hours
m Clinically Proven To Treat Frequent Heartburn

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

il

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 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

-

3-24-17



Proposed Draft Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
42 Tablets
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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

KEEP THE CARTON AND PACKAGE INSERT.
THEY CONTAIN IMPORTANT INFORMATION.

Reference ID: 4094191

Bonus! + 14 Free

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-03

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

m |Vay take 1 to 4 days for full effect, although some people

Strawberry
Flavor

get complete relief of symptoms within 24 hours
m Clinically Proven To Treat Frequent Heartburn

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS

“m

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 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

-

3-24-17




Proposed Draft Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
28 Tablets
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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

0 ‘OOOOO“OOOOO“ 0

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

Bonus! 14 Tablets FREE

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-02

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

m |Vay take 1 to 4 days for full effect, although some people

Strawberry
Flavor

get complete relief of symptoms within 24 hours
m Clinically Proven To Treat Frequent Heartburn

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Reference ID: 4094191

Ll

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 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

-

3-24-17



Proposed Draft Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
42 Tablets
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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

KEEP THE CARTON AND PACKAGE INSERT.
THEY CONTAIN IMPORTANT INFORMATION.

Bonus! 14 Tablets FREE

New Dosage Form!

24 Hour
Lansoprazole

Delayed Release

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-03

Orally Disintegrating Tablets 15mg

Acid Reducer

Strawberry
Flavor

m lay take 1 to 4 days for full effect, although so!
get complete relief of symptoms within 24 hours

m Clinically Proven To Treat Frequent Heartburn

people

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS

ol I

STANDARD FORMAT

TYPE SIZES:

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

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

HAIRLINES: 0.5 pt

Reference ID: 4094191 3-24-17




Proposed Draft Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
42 Tablets

CODE AREA

: BULS5 FA C2-YM

Batch No.
EXP
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Lansoprazole

Delayed Release
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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

KEEP THE CARTON AND PACKAGE INSERT.
THEY CONTAIN IMPORTANT INFORMATION.

Reference ID: 4094191

Bonus Pack: 28 + 14 Free

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-03

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

m May take 1 to 4 days for full effect, although some people

Strawberry
Flavor

get complete relief of symptoms within 24 hours
m Clinically Proven To Treat Frequent Heartburn

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS
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Orally Disintegrating Tablets 15mg

il

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 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

-

3-24-17






