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KEEP THE CARTON AND PACKAGE INSERT.
Do not use if printed tablet
THEY CONTAIN IMPORTANT INFORMATION.
“m mn n[sm biister unit is open or tormn.

NDC 64239-181-07

Lansoprazole

Delayed Release
Orally Disintegrating Tablets

Acid Reducer

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

1 4 TABLETS Strawberry Flavor

' ONE 14-DAY COURSE OF TREATMENT Actual stze
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MODIFIED FORMAT
TYPE SIZES:

Reference ID: 4045656

TITLE (continued): 7 pt Helvetica Neue 77
(continued) 7 pt Helvetica Neue 57 Cond

TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique

Bold Condensed Oblique

q

SUBHEADINGS: 6 pt Helvetica Neue 77 B
TEXT: 6 pt Helvetica Neue 57 Cond: d
LEADING: 6 pt

HEADINGS: 7 pt Helvetica Neue 77 Bold Condensed Oblique

old Condensed

BULLETS: 5 pt Square with 2 M'S spacl

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

g between
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Reference ID: 4045656

\

‘HH 72 @PREAL

J0.J0jnqUASIP U] ‘YYB3H JBWNSUOD STUE AN

£qpajnquissp 0 paImaBINUBW Jou s} Jnpoid siy L

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 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
14 Talblets
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THEY CONTAIN IMPORTANT INFORMATION. 0 not use If printed
o *¥00000"0000 0 blister unit is open or torn.

Compare to the active ingredient
in Prevacid® 24 HR*

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15 mg

Acid Reducer

» 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

1 4 TABLETS
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Strawberry Flavor

ONE 14-DAY COURSE OF TREATMENT
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Actual size
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MODIFIED FORMAT

TYPE SIZES:

TITLE: 8 pt Heh;etlca 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 Neue 57 Cond d

LEADING: 6 pt

BULLETS: 5 pt Square with 2 M'S between stats it
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 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg

28 Tablets
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Reference ID: 4045656

LANSOPRAZOLE

DELAYED RELEASE ORALLY
DISINTEGRATING TABLETS 15mg

Safety Feature - Do not use if printed
tablet blister unit is open or torn.
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KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

Compare to the active Ingredient
in Prevacid® 24 HR*

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15 mg

Acid Reducer

= 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

28 TABLETS

Strawberry Flavor

TWO 14-DAY COURSES OF TREATMENT

Actual size

n

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

Neue 57 C

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

TEXT: 6 pt Helvetl
LEADING: 6.5 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

7-6-16



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 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg

42 Tablets
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Reference ID: 4045656
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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.

Compare to the active Ingredient
In Prevacid® 24 HR*

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15 mg

Acid Reducer

= 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

42 TABLETS

Strawberry Flavor

THREE 14-DAY COURSES OF TREATMENT

Actual size

STANDARD FORMAT

TYPE SIZES:

(continued) 8 pt H

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

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

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

DELAYED RELEASE ORALLY
DISINTEGRATING TABLETS 15mg

LANSOPRAZOLE






