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

~ NDADZrO 25
5y Lansoprazole Delayed Release Orally
| | Disintegrating Tablets, 15 mg
. 14 Tabtets (Ina:g,frCartun) ———
I. ! I —
.I
(92|
] \ L
/ A O1eID AL ‘DX NIUEN) O} SeIoUds Jbns sofeians fouquos | o ured ju101 10 yses & dojanap nof m eayuiep 196 nok m \\
_‘oereuiny [Aresys WNJpos ‘3pIx0lp U0D|IS |ooA!6 auaMdde 08 yegosAjod SUILOW  19A9 JUBLUIEAI] JO 3SIN0D | UBLY DI0L BYE} 0} PasL N0k M o m w
9S0]N}199 8UI|[EISAI20J01u ‘SuiLun|BoLL ‘{OYULIBW ‘|oJAewW ‘ULXBPO}ELL SZ[eu skep | Uey} 210w Joj Jonpoid siy} X} 0} pasu nok m c 3 =
‘ajejeyyd Ay toney l l SUBSIOM JO SaNUNUOJ LINGLEay NOA M J110300p B Yse pue asn dojs ] Z
3PIXOIP LIS [BPI0]]09 ‘|0y0dJe |18 pioe diquoase Spugipabil aoeu| (GUIPAU SHLLE) S1eXa oy B : g
Imsiow wosj onpoid 108j01d m (uonaayur AJH 10} BUIDIPALL) JIABUEZE}R M o
fypiuny pue jeay ybiy jo3nojonpoid daoy M (4.//-89) 1oG2-0Z 18 BI0IS (sauraipaw wa)sAs aunwul) |ajoLu ajejouaydoaAw Jo Snuwijoioe) m &
“UoiyeULIo}ul JuepodLUl Urejuod Aay] “asul aBexded pue Uopes au daay m (aurotpaw ewse) aulfydoay) m
93N 21090 Masul abexoed pue sBulLIem ‘SUORIB.IP 8L} Pesl | (puIdIpaw Lea) uixobip m
sauaIpaw jseaf-nue Jo [ebunyjue uopduosald m
uoneuLojul 1330
- - (suoIpaw Bujuuy}-poojq) uLeyem m
“UOIIPUJ SNOLI3S B Aq Pasned aq saLawos Aew uaip|iyd Burye) aie nok J) asn aiojaq sioewieyd 10 J0J00p e Yy
Ul UINGUBAH "3SN 91034 J0j20p B Sfse :368 Jo SIeak g | Japun Uap|IyO m Ued UOPWOIS M BURLIOA 10 EaSTRU M
10J90p & Aq PajoaIIp SSAJUN SYHUOL 50| 3yBiam paurejdxaun m n
£19A9 uey} ualyo aiow 10 sKep ¢ ULy} 210L 10} e} J0U 0P M uIngueay yym Apepnaryed ‘Guizeaym juanbal, m =
syjuow  £19A8 8s1n09 Aep-| & Jeadal few nof m ured saya juanbaly m
(papaau 1) esinog Aeg-y1 pajeaday $saUPaPeaLYBI] Jo S1apnoys J0 %o8u 'Stk 0} Buipeaids =
- Ured ‘Buieams ‘yeaiq Jo $saupoys yym ured Japinous Jo ured jsayo m m
104OO[E LM SUIJI3LU S| &5e} Jou op M ssaujzzip Jo burjeams ‘ssaupapeaypybi yym LNGLRaY M
10}20p JnoA Aq patoauip ssajun Sfep | uew) aiowl 1o} asn 10u 0p M | -yoninu0 snopas aJowu . J0 UBIS B 8 AL SILL "SULOLL € JBA0 LINGYIRaY Pey m h
fep e 19]qe} | LBy} 210w X} jou op m a5easip Jon] m
. shep y| Joj fep Aiona oyier m aney nof 41 asn 10434 J0j20 B sy H
"13}EM U}IM BJ0M PBMO][eMS 8 0S[e UBD S}ajqe) 8y L
“J3JeM JNOYNIM JO LM ‘Sa1eIBa)uIsIp 19|qe) anbuo) Uo 1a|qe) oLy} aoed m *10J20p Inof 833 m
S}3]qe} MaY? 10 YSNI9 10U 0p | “UOIIPUOJ SNOLI3S B JO Subis aq Aew 8sau ] 'S|00}s %2e|q Jo Apoojq h
Bujusow auy ui Bunes a1ojeq 19|qe} | axe) m 10°pooj yim Buniwion‘pooj Buimojjems ured 10 8jgnoL} aney nok ji m
Juauneal] Jo asinog Aeq-y asnjouoq
SIN0Y 2 UILIM SwojdwiAs Jo Jljal ajozeidosue| 03 91613][e a1 noA j1 asn jou op :paje ABsaly
919|dwo9 196 a|doad awos yBnou[e ‘19848 |} 10} SAep 4 0} | axe} Aew Ji m sbuniem
sfiep 1 1o} Rep A18n8 (s1noy g £13A8) Aep & 3au0 pasn aq 0 S11anpoad siLy m
13p|o pue afe Jo SIeak g synpe m few b . 108}J9 [N} Joj skep 0} |
suopaaug vjey Aew Brup siu UINGHEAY J0 Ja1[a] YeIPaLULLY 10} PpUBIUI JoU M
—— (¥03m & SAep 310UTI0 Z $In290) WINGHEaY Juanbal) Sea} M asy)
‘(222 1-222-008- 1) Reme jybu Jajus) [0:4U0) U0SI0d € J0.ju0d
10 djay [eoIpau 136 ‘8S0PIBAO 0 8SBI U| "UBIP|IYD JO yaea1 jo no daay | 189NPSH POy Buw G| sjozesdosue
35N 910Ja( [eU0ISsaj0Id U[eay & yse ‘Buipaaj-jsealq Jo ueubaid yy | 9sodind (191qe} yoea uj) Juaipaibul sARIY
\ (penunuo9) sjoe g sjoe4 bnug /
T . r
KEEP THE CARTON AND PACKAGE INSERT. b stafe“’.fF ea.t"t'ed't et V)
THEY GONTAIN IMPORTANT INFORMATION. 0 not use If printed table -
blister unit is open or torn. </
L

-
é MELTech™

Melts In Your Mouth

n Treats Frequent Heartburn
n

24 Hour
Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15 mg

Acid Reducer

Melts in your mouth
- May take 1to 4 days for full effect Dissolves without water
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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
Reference ID: 4188168 | hammresa s’ 5-16-17
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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 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
14 Talblets
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Safety Feature -

NDC 64239-181-01

Treats Frequent Heartburn

Reference ID: 4188168

New Dosage Form!

(724 Hour

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

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

MELTech™

Melts In Your Mouth

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

ONE 14-DAY COURSE
OF TREATMENT

14 TABLETS
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Strawberry
Flavor

Melts in your mouth
Dissolves without water
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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

5-16-17



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 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
28 Tablets
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Reference ID: 4188168

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

Treats Frequent Heartburn

New Dosage Form!

(24 Hour

MELTech™

Melts In Your Mouth

Compare to the active ingredient
in Prevacid® 24 HR*

Lansoprazole

Delayed Release
0

Acid Reducer
m May take 1 to 4 days for full effect

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

ally Disintegrating Tablets 15mg

Strawberry
Flavor

Melts in your mouth
Dissolves without water

il

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.8 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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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

Reference ID: 4188168

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.

NDC 64239-181-03

Treats Frequent Heartburn

New Dosage Form!

(24 Hour

MELTech™

Melts In Your Mouth

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

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS

Strawberry
Flavor

Melts in your mouth
Dissolves without water
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STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.8 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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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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Safety Feature -

NDC 64239-181-01

Treats Frequent Heartburn

Reference ID: 4188168

New Dosage Form!

(224 Hour

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

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

MELTech™

Melts In Your Mouth

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

ONE 14-DAY COURSE
OF TREATMENT

14 TABLETS

[9B1S| ‘0026902 LLIBAUYOA 193108 BWPDEH O}
Py salbojouyda] ewsey ] [aaxaQ
:Aq painjoejnuey

|9eIS] Ul 8pel

Strawberry
Flavor

Orally
Disintegrating
Tablets

Melts in your mouth
Dissolves without water
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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

5-16-17



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 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.

00

0 000

0000

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

NDC 64239-181-02

Treats Frequent Heartburn

New Dosage Form!

(24 Hour

MELTech™

Melts In Your Mouth

Compare to the active ingredient
in Prevacid® 24 HR*

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg

Acid Reducer
m \ay take 1 to 4 days for full effect

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Strawberry
Flavor

Orally
Disintegrating
Tablets

Melts in your mouth
Dissolves without water

Actual

size

Reference ID: 4188168

i

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.8 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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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

Reference ID: 4188168
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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

Treats Frequent Heartburn

New Dosage Form!

(24 Hour

MELTech™

Melts In Your Mouth

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

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS

Strawberry
Flavor

Orally
Disintegrating
Tablets

Melts in your mouth
Dissolves without water
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STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.8 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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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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Safety Feature -

NDC 64239-181-01

Treats Frequent Heartburn

Reference ID: 4188168

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.

MELTech™

Melts In Your Mouth

Compare to the active ingredient
in Prevacid® 24 HR*

Child-resistant

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg

Acid Reducer
m May take 1 to 4 days for full effect

ONE 14-DAY COURSE
OF TREATMENT

14 TABLETS

[3B1S] ‘0026902 LEAUXOA 198113 BLIPDEH 0
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:Aq paimoejnuely
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Strawberry
Flavor

Melts in your mouth
Dissolves without water
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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

5-16-17



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 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.

00000

00000

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

NDC 64239-181-02

Treats Frequent Hearthurn

New Dosage Form!

(724 Hour

MELTech™

Melts In Your Mouth

Compare to the active ingredient
in Prevacid® 24 HR*

Child-resistant

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg

Acid Reducer
m Vlay take 1 to 4 days for full effect

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Strawberry
Flavor

Actual
size

Melts in your mouth
Dissolves without water

Reference ID: 4188168

ml

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.8 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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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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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

/

Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

0"00000

0000

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

Treats Frequent Hearthurn

New Dosage Form!

(24 Hour
Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

MELTech™

Melts In Your Mouth

Compare to the active ingredient
in Prevacid® 24 HR*

Child-resistant

Strawberry
Flavor

Acid Reducer
m Vay take 1 to 4 days for full effect

THREE 14-DAY COURSES
OF TREATMENT

Melts in your mouth
Dissolves without water

42 TABLETS

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 and 6.8 pt

BULLETS: 5 pt Square

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

HAIRLINES: 0.5 pt

Reference ID: 4188168




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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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

0 ‘00000|00000‘ 0

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

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

Treats Frequent Heartburn

New Dosage Form!

(2"24 Hour

MELTech™

Melts In Your Mouth

Compare to the active ingredient
in Prevacid® 24 HR*

Value 2 Pack

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg

Acid Reducer
m My take 1 to 4 days for full effect

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Strawberry
Flavor

Melts in your mouth
Dissolves without water

Reference ID: 4188168

i

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.8 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

-

5-16-17



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 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
42 Tablets

Reference ID: 4188168

00000

00000

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

Treats Frequent Heartburn

New Dosage Form!

(24 Hour

MELTech™

Melts In Your Mouth

Compare to the active ingredient
in Prevacid® 24 HR*

Value 3 Pack

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg

Acid Reducer
m iay take 1 to 4 days for full effect

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS

Strawberry
Flavor

Melts in your mouth &~
Dissolves without water ! Ac;ﬁ
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STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.8 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

-

5-16-17



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 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 ‘ ‘OOOOOOOOOO“ 0

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

NDC 64239-181-02

Treats Frequent Heartburn

New Dosage Form!

(24 Hour

MELTech™

Melts In Your Mouth

Compare to the active ingredient
in Prevacid® 24 HR*

Buy One 14 Gount,
Get One 14 Gount Free!

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg

Acid Reducer
= May take 1 to 4 days for full effect

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Strawberry
Flavor

Melts in your mouth & j
Dissolves without water y Am;g

Reference ID: 4188168

i

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.8 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

5-16-17



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 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
28 Tablets
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Treats Frequent Heartburn

Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

0 ‘OOOOOOOOOO‘“ 0

NDC 64239-181-02

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

MELTech™

Melts In Your Mouth

Compare to the active ingredient
in Prevacid® 24 HR*

100% More Free!
14 Free Tablets!

New Dosage Form!

(224 Hour
Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

Strawberry
Flavor

Acid Reducer
m Vay take 1 to 4 days for full effect

TWO 14-DAY COURSES
OF TREATMENT

Melts in your mouth &
Dissolves without water

28 TABLETS

Reference ID: 4188168

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 and 6.8 pt

BULLETS: 5 pt Square

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

HAIRLINES: 0.5 pt

-

5-16-17



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 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 “ ‘OOOOOOOOOO‘“ 0

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

NDC 64239-181-02

Treats Frequent Heartburn

New Dosage Form!

(24 Hour

MELTech™

Melts In Your Mouth

Compare to the active ingredient
in Prevacid® 24 HR*

Bonus Size!
14 Tablets Free

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg

Acid Reducer
= May take 1 to 4 days for full effect

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Strawberry
Flavor

Melts in your mouth
Dissolves without water

Reference ID: 4188168

i

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.8 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

-

5-16-17



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 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.

00000

00000

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

NDC 64239-181-02

Treats Frequent Heartburn

ME

Melts In Your Mouth

Tech™

Compare to the active ingredient
in Prevacid® 24 HR*

New Dosage Form! )
Bonus Size! 14 Free

(024 Hour
Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

Strawberry
Flavor

Acid Reducer
m Vay take 1 to 4 days for full effect

TWO 14-DAY COURSES
OF TREATMENT

Melts in your mouth &
Dissolves without water - ACE;ﬂ

28 TABLETS

Reference ID: 4188168

-

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 6.8 pt

BULLETS: 5 pt Square

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

HAIRLINES: 0.5 pt

5-16-17



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 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg

28 Tablets
|

— ] I—
| L
"HH 72 @PI9A31d J0 J0INLASIP *“OU| ‘U}[BaH JaWNsUOg SILeAoN Aq paINGLSIP Jo paINaejnUEwW Jou S| 3onpoid SiyL,
[9.IS| ‘0026902 LUEAUOA 19311S BUIPIEH O
Py saibojouyda) euwey ] |22xaQ
:Aq pamaenuey
|oBIS] Ul BPBI
1S3 N 006 0} INV 0€: SKepeam :0926-612-008- L § SIUALLILLIOI 10 SUOIISaNY
21e.)19 [AUraLl) ‘apIxolp Wnjuey} ‘oje} ‘salayds Jebns ‘aso[elons ‘|0)gI0S
‘ajesewny |A1e8)s WINIpos ‘apixolp uodl|is (09A|6 auajfdoud ‘0g areqlosA|od ‘@s0in||a2 aul|[e1SA120491W ‘BUILLN|BAL ‘|0HUUBL ‘0}3BW ‘ULIXSPO} e ozZiew
Jefeulu d dAy ‘Jonel; ‘auopiA0ds01 ‘8uopIA0Ged ‘8pIX0Ip LIS [8PI0}j0d 100l |10 ‘PIoe Iai0dse SUIAIPaIBUI anfjIel|
(panunuod) spae4 Bnig
-t et R
A amsiou woy onposd joajoidm | < (BuIo1paw SLIUME) BYeXa0L}oW M
Aypiwny pue yeay ybiy jo3no jonposd dasy M (4,22-89) 0,52-02 JE BI0)S M (uonajul AJH Joj 8UIDIpaLL) JikeueZeye M
“uopeLLIojul Juepodw urejuod Aay | “pasul abexoed pue uopes ayy dasy m (sauroipaw wiaysAs sunwiwy) [33jow syejousydoakw o SnwijoIoe) m
5N 210}aq Lasul afesjord pue sBulueMm ‘SU0IBIIP U} Peal B (suioipaw ewyse) aujiAydoay) m
uoinjew.ojui 18yYy)0 (auraipawu pieay) urxobip m
S3UI9IpaLL }seak-fue Jo [ebunyiue uondyuasaid m
"UOIPUO SNOLIAS B AQ PASNED 8 SAWNALIOS AW UBIP|IYI (aUiIpaL BUILLIL-POO[q) UELem W
Ul UINGUBAH "asn 1043 J0}I0p B Yse :abe 0 S1eak g | Japun UaIp|IyO m Buryey 222 nof J asn 210330 stoeweyd 10 10}90p & YSY
10}90p & Aq pajoaiip ssajun
sypuow i A13A9 uey) uajjo aJow 10 sAep | uey) aiow 1o} axje} Jou op m uted yoewoys m ﬂ E’
suyjuow y £13A3 8s1n0d Aep-v | & Jeadal few noA m 5L6l!l!LU0A pY egsneu u [ o
- 550/ Jy61am paurejdxaun m
(papaou y) asinog Aeq-p1 poreaday uingpeay yum Aenoned ‘Buizaaym juanbaly m ° -
§ 104OD[B U3iM 8UIDIPaLU SIL} e} Jou op M ured }s3y2 juanbaly m -‘3
h J0300p oA Aq pajoalip ssajun sfep ¢ | ey} aJow Joj 8sn jou op m $58UPapeaLYBI] 10 ‘SI3pIMOYS 10 08U ‘SWLe 0} Buipealds N o
E fep e 1aiqe | Ueu} aJou e} jou op m uted ‘Buijeams ‘YJealq J SSAUMOYS Lm ured J3pinoys o ured 1sayo m =
skep | 1o} Rep 193 ayey m 10 UM LINgLEaY W |¢!
“IJBM U}IM 9|0UM PBMO|[BMS 87 0S[e B S19|qe} 8] . S ) . o
q B MO 10 M SOTEIBEILISID YOGE) ‘anBU) U0 ojgE) o) aopidm | UOMPUD STOUSS 2l0w e jo ufis & 9q few SIyL ‘SyluoW € Jaro u;r;%gzleujgi? : | - gj
N SIIQEL MAYD Joysnia Ju op aney nof j1 asn 210434 1] oi)p e Is n =
= Bujulow auy ui Buryes a10jaq 1|qe} | oy} Uy noA jt 490 10}00p &Sy 8 E
= JusLuleall Jo 8sino) Keq-p| *10}00p In0A 833 "UORIPUOI SNOLI3S B J0 SUBIS aq AeL 853l "S|00}S %9BIq ° c D
SIN0Y pZ UL swoydwis 40 Jaijes 10 Ap0ojq Jo ‘poojq yym Buniwon ‘pooy Buimojiems ured 1o 8jqnoJ} sney nok i m m 2 2
u a)|dwo 136 91doad awos yBnoyye 40348 [Iny 10} Shep ¢ 0} | 8e} Aew Ji m asnjouoq é’ =
sfep ¢71. o} kep A1aAa ‘(s1noy 7z A13A8) fep e 8auo pasn aq 0} S13onpoad siy) m aj0zeidosue| 0} 91613][2 a1e NoA J1 asn jou op :aje ABaajy = L
J1ap|o pue abie Jo sieak g | Synpe m shui. uem g (=]
suoloallg . . ==
o« ‘(222 1-222-008- 1) feme bl Ja)ua7 [013U0) UOSIOd B JOBIU0D P . 108448 [Iny Joy sfep ¢ 0} | d > E
9 10 djay [eaIpaLu 16 “aS0PIAA0 J0 SED U “UAIPIIYD JO Y9Ba1 J0 1n0 daay 9] ABLU DD SIU -uIngLEa J0 Jslf) SFeIpaWLI Jo} p3pUSIUL 10U ae
: 9501 810Ja(q [eU0ISSaJ01d Yyeay & st ‘Buipasj-1seaiq o Jueubaid j| (¥oam e sfep 310UI 10 g $1n290) UINgUeay Juanbaly sjeal) m
s : ured juiof Jo yses e dojanap nok m eaylieplabnoAm asn
= ®» SYJUOW { A1BAS JUBWIBAL} JO 8SIN0D | UBL) 210U SE} 0} pasu Nok m [ gy |
S o 5 skep | ueyy alow o} }onpoud Siuy} 83e} 0} pasu nok m §
K ] © SUBSIOM 10 SaNUUOD UINGHIEaY JNok m 1 Jojoop e ise pue asn dajg | 85004Nd (1919e1 yoea uy) yuaipaibu) anioy
(panunuod) spae4 Bnig sjoe4 Bnig
e - 1 -

Reference ID: 4188168

Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

0"00000

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

0000

NDC 64239-181-02

Treats Frequent Heartburn

New Dosage Form!

(224 Hour

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

MELTech™

Melts In Your Mouth

Compare to the active ingredient
in Prevacid® 24 HR*

Bonus! + 14 Free

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg

Acid Reducer

m lay take 1 to 4 for full effect

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Strawberry
Flavor

Melts in your mouth &
Dissolves without water o Ac;l‘iza;

Ll

-

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.8 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

5-16-17



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 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
28 Tablets
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La

Orally

nsoprazole

Delayed Release

Disintegrating Tablets 15mg

0 ‘0000000000‘ 0

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 64239-181-02

Treats Frequent Heartburn

New Dosage Form!

(24 Hour
Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

MELTech™

Melts In Your Mouth

Compare to the active ingredient
in Prevacid® 24 HR*

Bonus! 14 Tablets FREE

Strawberry
Flavor

Acid Reducer
m May take 1 to 4 days for full effect

TWO 14-DAY COURSES
OF TREATMENT

Melts in your mouth
Dissolves without water

28 TABLETS

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 and 6.8 pt

BULLETS: 5 pt Square

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

HAIRLINES: 0.5 pt

Reference ID: 4188168 5-16-17




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 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
42 Tablets

CODE AREA

8U155 FA C5-M

Batch No.
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Lansoprazole

Delayed Release

/

Reference ID: 4188168

(panunuoo) spae4 bnig

00000"00000

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

Treats Frequent Heartburn

New Dosage Form!

(24 Hour

MELTech™

Melts In Your Mouth

Compare to the active ingredient
in Prevacid® 24 HR*

Bonus Pack: 28 + 14 Free

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg

Acid Reducer
m Viay take 1 to 4 days for full effect

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS

Strawberry
Flavor

Melts in your mouth
Dissolves without water

Orally Disintegrating Tablets 15mg

ml

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.8 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

-

5-16-17




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 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
42 Tablets
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Lansoprazole

Delayed Release
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Reference ID: 4188168
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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

Treats Frequent Heartburn

MVIE.Tech‘M

Melts In Your Mouth

Orally Disintegrating Tablets 15mg

Compare to the active ingredient
in Prevacid® 24 HR*

Bonus Size!
14 Tablets Free

New Dosage Form!

(24 Hour
Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

Strawberry
Flavor

Acid Reducer
m May take 1 to 4 days for full effect

THREE 14-DAY COURSES
OF TREATMENT

Melts in your mouth
Dissolves without water

42 TABLETS

il

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 6.8 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 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
42 Tablets
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Reference ID: 4188168
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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

Treats Frequent Heartburn

MELTech™

Melts In Your Mouth

Orally Disintegrating Tablets 15mg

Compare to the active ingredient
in Prevacid® 24 HR*

Bonus Size! 14 Free

New Dosage Form!

(24 Hour
Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

Strawberry
Flavor

Acid Reducer
m Vay take 1 to 4 days for full effect

Melts in your mouth
Dissolves without water

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS

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 and 6.8 pt

BULLETS: 5 pt Square

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

HAIRLINES: 0.5 pt

-

5-16-17




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 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
42 Tablets
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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.

NDC 64239-181-03

Treats Frequent Heartburn

MELTech™

Melts In Your Mouth
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Orally Disintegrating Tablets 15mg

Compare to the active ingredient
in Prevacid® 24 HR*

New Dosage Form!
Bonus! + 14 Free

(24 Hour
Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

Strawberry
Flavor

Acid Reducer
m \ay take 1 to 4 days for full effect

THREE 14-DAY COURSES
OF TREATMENT

Melts in your mouth & ;
Dissolves without water FRL

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 and 6.8 pt

BULLETS: 5 pt Square

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

HAIRLINES: 0.5 pt

Reference ID: 4188168 5-16-17




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 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

Treats Frequent Heartburn

MELTech™

Melts In Your Mouth

Orally Disintegrating Tablets 15mg

Compare to the active ingredient
in Prevacid® 24 HR*

Bonus! 14 Tablets FREE

New Dosage Form!

(724 Hour
Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

Strawberry
Flavor

Acid Reducer
m ay take 1 to 4 days for full effect

THREE 14-DAY COURSES
OF TREATMENT

Melts in your mouth
Dissolves without water

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

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

Treats Frequent Heartburn

Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15 mg

acid reducer

W May take 1 to 4 days for full effect

Please read the entire package insert before taking
Lansoprazole Delayed Release Orally Disintegrating Tablets.
Save for future reference.

How Lansoprazole delayed release
orally disintegrating tablets Treats
Your Frequent Heartburn

Lansoprazole delayed release orally
disintegrating tablets stops acid production
at the source — the pumps that release acid
into the stomach. Lansoprazole delayed
release orally disintegrating tablets is taken
once a day (every 24 hours), every day for
14 days.

What You Can Expect When Taking
Lansoprazole delayed release orally
disintegrating tablets

Frequent heartburn can occur anytime
during the 24-hour period (day or night).
Take Lansoprazole delayed release orally
disintegrating tablets in the morning before
eating. Lansoprazole is clinically proven to
treat frequent heartburn. Although some
people get complete relief of symptoms
within 24 hours, it may take 1 to 4 days for
full effect. Make sure you take Lansoprazole
delayed release orally disintegrating tablets
every day for 14 days to treat your frequent
heartburn.

Who Should Take Lansoprazole
delayed release orally
disintegrating tablets

Adults (18 years and older) with frequent
heartburn — when you have heartburn 2 or
more days a week.

Who Should NOT Take Lansoprazole
delayed release orally
disintegrating tablets

People who have one episode of heartburn
a week or less, or who want immediate
relief of heartburn.

How to Take Lansoprazole delayed
release orally disintegrating tablets

14-DAY Course of Treatment

W Take 1 tablet before eating in the morning.

H Do not crush or chew tablets.

M Place the tablet on tongue; tablet
disintegrates, with or without water.
The tablets can also be swallowed whole
with water.

W 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 Do not take this medicine with alcohol.

When to Take Lansoprazole
delayed release orally
disintegrating tablets Again
You may repeat a 14-day course of
therapy every 4 months.

When to Talk to Your Doctor

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

rence ID: 4188168
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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

Warnings and When to Ask
Your Doctor

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

Do not use

| if you have trouble or pain swallowing
food, vomiting with blood, or bloody or
black stools. These may be signs of a
serious condition. See your doctor.

Ask a doctor before use if you have

M liver disease

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

W 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

| frequent chest pain

W frequent wheezing, particularly with
heartburn

W unexplained weight loss

M nausea or vomiting

W stomach pain

Ask a doctor or pharmacist before use if

you are taking

W warfarin (blood-thinning medicine)

W prescription antifungal or anti-yeast
medicines

| digoxin (heart medicine)

W theophylline (asthma medicine)

W tacrolimus or mycophenolate mofetil
(immune system medicines)

M atazanavir (medicine for HIV infection)

W methotrexate (arthritis medicine)

Stop use and ask a doctor if

W your heartburn continues or worsens

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

H 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).

Tips for Managing Heartburn

W Avoid foods or drinks that are more likely to
cause heartburn, such as rich, spicy, fatty
and fried foods, chocolate, caffeine, alcohol
and even some acidic fruits and vegetables.

M Eat slowly and do not eat big meals.

m Do not eat late at night or just before
bedtime.

m Do not lie flat or bend over soon after eating.

M Raise the head of your bed.

W Wear loose-fitting clothing around your
stomach.

| If you are overweight, lose weight.

| If you smoke, quit smoking.

Clinical studies prove

lansoprazole effectively treats
frequent heartburn

In three clinical studies, lansoprazole was
shown to be significantly better than placebo
in treating frequent heartburn.

How Lansoprazole delayed release
orally disintegrating tablets is Sold
This medicine is available in 14 tablet,

28 tablet and 42 tablet sizes. These sizes
contain one, two and three 14-day courses of
treatment, respectively. Do not use for more
than 14 days in a row unless directed by your
doctor. For the 28 count (two 14-day courses)
and the 42 count (three 14-day courses), you
may repeat a 14-day course every 4 months.

For Questions or Comments About
Lansoprazole delayed release orally
disintegrating tablets

Call 1-800-719-9260

weekdays 7:30 AM to 5:00 PM EST

Made in Israel

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