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%,

Food and Drug Administration
Silver Spring MD 20993

NDA 208025/S-005
SUPPLEMENT APPROVAL

Dexcel Pharma Technologies Ltd
U.S. Agent-ICON Clinical Research, LLC
Attention: Amy Kneifel, RAC
Director, Regulatory Affairs
79 TW Alexander Drive
4401 Research Commons Bldg., Suite 300
PO Box 14353
Durham, NC 27709

Dear Ms. Kneifel:

Please refer to your Supplemental New Drug Application (SNDA) dated and received May 17,
2017, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act (FDCA) for
lansoprazole delayed-release orally disintegrating tablet, 15 mg.

This “Changes Being Effected” (CBE-0) supplemental new drug application provides for the
addition of a new warning to inform consumers to stop use and ask a doctor if they develop a
rash or joint pain in accordance with the Agency’s CBE-0 Request Letter dated April 6, 2017.

We have completed our review of this application. It is approved, effective on the date of this
letter, for use as recommended in the agreed-upon labeling text.

LABELING

Submit final printed labeling, as soon as they are available, but no more than 30 days after they
are printed. The final printed labeling must be identical to the labeling listed below, submitted
May 17, 2017. The final printed labeling must also be in the “Drug Facts” format (21 CFR
201.66), where applicable.

14-count inner carton

14-count carton

28-count carton

42-count carton

14-count carton with ‘Melts in your Mouth’ flag
28-count carton with “‘Melts in your Mouth’ flag
42-count carton with ‘Melts in your Mouth’ flag
14-count carton with ‘Orally Disintegrating Tablets’ flag
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28-count carton with “Orally Disintegrating Tablets’ flag
42-count carton with ‘Orally Disintegrating Tablets’ flag
14-count carton with ‘Child-resistant’ flag

28-count carton with “Child-resistant’ flag

42-count carton with “Child-resistant’ flag

28-count carton with “Value 2 Pack’ flag

42-count carton with “Value 3 Pack’ flag

28-count carton with ‘Buy One 14 Count, Get One 14 Count Free!” flag
28-count carton with “100% More Free! 14 Free Tablets!” flag
28-count carton with ‘Bonus Size! 14 Tablets Free’ flag
28-count carton with ‘Bonus! + 14 Free’ flag

28-count carton with ‘Bonus! 14 Tablets FREE’ flag

28-count carton with ‘Bonus Size! 14 Free’ flag

42-count carton with ‘Bonus Pack: 28 + 14 Free’ flag
42-count carton with ‘Bonus Size! 14 Tablets Free’ flag
42-count carton with ‘Bonus! 14 Tablets FREE’ flag
42-count carton with ‘Bonus! + 14 Free’ flag

42-count carton with ‘Bonus Size! 14 Free’ flag

Consumer Information Leaflet (front and back)

Remove the statement “New Dosage Form!”” six months after introduction to the marketplace.

The final printed labeling should be submitted electronically according to the guidance for
industry titled Providing Regulatory Submissions in Electronic Format — Certain Human
Pharmaceutical Product Applications and Related Submissions Using the eCTD Specifications
(May 2015, Revision 3). For administrative purposes, designate this submission “Final Printed
Labeling for approved NDA 208025/S-005.” Approval of this submission by FDA is not
required before the labeling is used.

As a reminder, if you are interested in marketing other package configurations in the future (e.g.,
individual containers containing greater than 14 tablets, total package sizes greater than 42-
count), a prior approval supplement that includes data to demonstrate consumer comprehension
of use is required.

Reference ID: 4181547



NDA 208025/S-005
Page 3

DRUG REGISTRATION AND LISTING

All drug establishment registration and drug listing information is to be submitted to FDA
electronically, via the FDA automated system for processing structured product labeling (SPL)
files (eLIST). At the time that you submit your final printed labeling (FPL), the content of
labeling (Drug Facts) should be submitted in SPL format as described at. Information on
submitting SPL files using eLIST may be found in the guidance for industry titled “SPL
Standard for Content of Labeling Technical Qs and As” at:
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/U
CMO072392.pdf. In addition, representative container or carton labeling, whichever includes
Drug Facts, (where differences exist only in the quantity of contents statement) should be
submitted as a JPG file.

REPORTING REQUIREMENTS

We remind you that you must comply with reporting requirements for an approved NDA
(21 CFR 314.80 and 314.81).

If you have any questions, call CAPT Janice Adams-King, Safety Regulatory Project Manager,
at (301) 796-3713.

Sincerely,

{See appended electronic signature page}
Valerie Pratt, MD

Deputy Director for Safety

Division of Nonprescription Drug Products

Office of Drug Evaluation IV
Center for Drug Evaluation and Research

ENCLOSURES:
Carton and Container Labeling
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24 Hour

Delayed Release

Acid Reducer

14 TABLETS

One 14-day course
of treatment

Lansoprazole

Orally Disintegrating Tablets 15 mg

+ May take 1to 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: 4181547

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
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Final Printed Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
14 Talblets
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Reference ID: 4181547

NDC 64239-181-01

New Dosage Form!

(24 Hour

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

Safety Feature -
Do not use if printed tablet
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 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

ONE 14-DAY COURSE
OF TREATMENT

14 TABLETS
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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
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Final Printed Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
28 Tablets

— m
| L
“UH 2 @PIBA31d JO JOINGLASIP ““U] ‘U}esH JaLUNSUOY SIUEAON AQ PaJNGUISIP JO PaIN}IBINUBLL J0U S119npoid SIY L,
[9.1S] ‘0026902 WEAUNOA 19813S BWIPDEH O
Py salbojouyda] euleyd |3axaQ
:Aq painjoejnuepy
[aeJS| Ul apejy
153 Nd 00:G 0} INY 0€:Z SKepyjaam :0926-61.L-008~ 1 {SjuaIWod 1o suonsanp
SJeINO |AJaLL ‘9pIXOIP LUNIUEY) ‘Dfe} ‘Salayds JeBns ‘asofelans ‘|oygios
‘aJe.ewny |A1ea)s wnipos ‘apixoip uodlis ‘109A|6 suajfdoid ‘0g ayequosAjod ‘9sojn|[a2 aulj[e1sAI0iIL ‘BuIwN|BaLU ‘|[OUUBW |0} [BL ‘ULIXBPO}[eLl SZIew
e dy Ay ‘Jonel} ‘8U0PIAOGS010 ‘3U0PIAOC0D ‘3PIXOIP LIS [BPI0]|02 ‘040D 1480 ‘Pioe diGJ00se SJUAIPAIBL anljIeU|
(panunuoa) spae4 bnig
-t - 1 _
A aInjsiow wioy Jonpoid 1oaj0.d m < (suroipawu sLYLIL) ajexanoyjaw M
Aypituny pue jeay 4B1y jo11030npoud ddy{ M (J4,//-89) 0aG2-02 12 oIS M (UOR934U A 10} BUIIPAL) JINBUEZEIE
UojpeuuLIo}u JueHodwl oo e iasu abexoed E”e UoLIe au} doay m (sauroipaw wajshs sunwuwi) (nejow syejousydoakw Jo snwijoioe} m
35N 810J8q Lasul abeoed pue SBuILLIEM ‘SUONDAIIP BL} PEal M
01BULIO. 9 (auraipaw ewpse) aulfydoay) m
uoneuriojul 18y (auaIpaLL 11eaL) uIxobip m
*UOIJIPUOA SNOLIBS B AQ Pasned aq SaWNaLIos Aew usIp|Iyd $8UJ0IpaLL Jseai-Hue 1o [eBunyiue uopduosaid m
Ul LINGLIBAH "8SN 810Jaq J0J20p B %Sk :abe J0 S1eak g1 Japun uaip|iyd m (auiaipaw Bujuuyl-poojq) uLeem m
10190p & q pajoauIp ssajun Buryey ase nok 1 asn a10jaq isioewieyd 10 10}00p & ysy =
syjuow  £13na Uy} uao a1ow 1o skep ¢ Uey) 310w o} axe) jou op m ured Yopwols m a £
suypuow 4 £193 8s1n02 Aep-y | e yeadal few nof m 6uu|w6A 10B3SNEUm __— I
(papasu 1) asinog Aeq-y} pajeaday $50| JyBiam paurejdxeun m ° -
Q |0UOD]E Y}IM BUIIIPALL SIU} BYje} 0 Op M uinguiea yym Ayzeinoed Suizeaym juanbay m i)
H 10390p 4noA Aq pajoaIIp SSajun SAP 7| UBLY 810L 104 8SN J0U Op M ured }sayo juanboy m N 2
h Kepe3a|qe} | UL} 810U BYe}}ou Op M ssaupapesyjyb| 10 ‘s19pinoys Jo Yaau ‘stue 0} Buipeaids =
sfep . Joj kep £1oAa e} m ured :Burjeams :yjeaiq Jo SSaULOYS Yyim ured Japinoys Jo ured 1sayo m “ ﬁ
‘ ‘Jamﬂf Yum ajoym FSANJIIEKMS 80 0S[e LD S}8|qe) 8y L ssauizzip o bureams ‘ssaupapeayjybi] yym uinguesy m h o
I} INOYHA 10 Yy ‘sajeiBajuisip a|e) ‘anbuo) Lo Jajqe) au) aeid | yoppuoo snovsas 210w 0 UBIS B 3 KB 1YL 'SUUOW € JAAO UINGLESY PEY M =
by S19]q} M3y J0 Ysnia jou op m aseasip Jan|m n =
= Buuiou aup vl bunes a10j0q 11Ge1 | oY1 @ aAe ok 1 asn 210§3q 10}0p & NSy 3 s
jJuawieal] Jo asinog Keg-y ° c D
= J0J0p N0A 93 "UOIPUOD SNOLIaS B Jo SUBIS aq Aew sy '$|00}s %9e|q o Apoojq QO D
u SInoy 7z Ul SWoiduwis o jojs 10 “poojq ypm Burywon ‘pooy Buimojems ured 10 ajgnoz} aney nof Jj asn jou oq m @ 'E
2)9|dwo 136 81doad awos ybnoyy|e 1988 |n} Joj SAep 0} | 8xe} Aew )i m S i i e =
shep 1 10 Kep Aana ‘(sinoy 1 A19A3) Aep & 800 Pasn aq 0} s1janpoid siu} m ajozesdosue| o} aibaije e1e nof 1 asn jou op pafe ABsay = ]
J1ap|o pue abe Jo s1eak g | Synpe m sBun. 1] E a
sUopIBNQa - o« ==
98)49 (In} 10} SR 4 0 ]
Tezz\ 2z 008 LMEWe il Kaie) 10aut) UOSK B 100 oyfe} Rew Brup siu} uIngueay 4o Jolfl 9 el| eﬂJUlJII JJO 1a ug fu 101L1 [] d o S
< 10 djay [BO1paW 196 ‘3S0PIaN0 J 8SEI U] “UAIP|IYD J0 YIeal Jo no daay e P SIU} -UINGUEA J0 JoIj8] SJEIPSLILL 10} papugjul ¥ [— =]
g ‘350 210Jaq [RU0ISSaJ01d Uy[eay & ySe ‘Buipaay-}sealq Jo Jueubaid | (#90m © $fep BIDUI 10 Z $11990) UINGHEAY JUaNbaL) Sieas) M
S g ured juiof 1o yses e dojaaap nof m BayLelp 196 nok m sl
JZ: ® SUJUOW { £13A8 JUSWILAL} JO BSIN0I | UBY) BIOW 8B} 0} PasU NoA m 130npal pioy g .
s o 3 sfiep {7 Uey} aiow Joj 1onpoid siuy} 8y} 0} pasu nok m .
=
8 I ® SUSSIOM JO SaNUIU0D LINGHEAY oA M 1 10390 B XSE pue asn dojs asodind (1819e} yoea w) Juaipaibu) aroy
(panunuoa) spae4 bnig sjae4 bnig
e — S ————

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!

(24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

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

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Reference ID: 4181547

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

-

5-9-17



Final Printed Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
42 Tablets

Reference ID: 4181547

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

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
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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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Final Printed Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
14 Talblets
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Reference ID: 4181547
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New Dosage Form!

24 Hour

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 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

ONE 14-DAY COURSE
OF TREATMENT

14 TABLETS
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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

5-11-17



Final Printed 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

0000

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

® Clinically Proven To Treat Frequent Heartburn

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Actual

size

Reference ID: 4181547

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

-

5-11-17



Final Printed Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
42 Tablets

Orally Disintegrating Tablets 15mg
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Reference ID: 4181547
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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

m 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

-
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Final Printed Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
14 Talblets
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Reference ID: 4181547

10 djay [BaIpaw 196 ‘3S0PIAA0 J0 8SED U] “UAIPIYD J0 YIeal Jo o daay | 439NPaI Py bwg| dosue
ESIETVED] d yyfeay e yse ‘Buipaaj-iseaiq Jo jueubaid y | 8s0ding (191qe} yaea uj) Juaipalbiul sy
(panunuo) spoe4 bnig sjae4 bnig
|| I KEEP THE CARTON AND PACKAGE INSERT. b staf"ty.f':ea.'“t’ed't et
THEY CONTAIN IMPORTANT INFORMATION. 0ot use IT printed table
o ""00000"00000"™ o blister unit is open or torn.

NDC 64239-181-01

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

ONE 14-DAY COURSE
OF TREATMENT

14 TABLETS
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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
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Final Printed Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
28 Tablets
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Reference ID: 4181547

Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

0 HOOOOD|OOODO‘H 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

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

-

5-11-17



Final Printed Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
42 Tablets

Reference ID: 4181547

0 ‘00000“00000‘ 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.

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 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

Orally
Disintegrating
Tablets

Actual
ize

_I L
“YH 2 @PI9BA31 JO JOINGLISIP U] ‘U}eSH JALUNSUO? SIEAON AQ PaNQLISIP 10 PaINjoB)NUBW Jou S1319npoid Sy L,
18B1S] ‘0026902 WEBUXOA J93.S BIPIYEH O
Py saibojouyda) euleyd [22x2Q
:Aq paimoenuep
[oeIS| Ul PRI
1S3 INd 00:G 0} Y 0€:. SAEPXPaM :0926-612-008-L ¢ SJUIALLILLIOD 10 SUOIISaNY
Q1BI)D |AL1aL) ‘apIXoIp Wniuey ‘ofe) ‘saJayds Jebins ‘asojeans ‘008
‘aJeJewny [A183)s WNIpos ‘apixolp uoaljis ‘109A|6 auajAdoud ‘0g a1eqioshiod ‘as0jn|ja2 aull[e}SAI90101W ‘BuILN|BALL ‘[0}ULBW ‘[0}}EW ‘ULIX8po)[eW z[ew
‘ajefeuiyd dAy * 1dAy ‘1oney Inod 1n0d02 ‘BPIXO1p UODI|IS [EPI0}|0D ‘|0Y0D[e [0 ‘PIoe 01qI00sE s,wa_lpa.lﬁu_l annoeu|
(panunuoa) spoe4 bnig
-1 R R
A ansiow woy jonpoid jozjoidm | < (BUIDIpaW SLLE) BYexai0u1aW M
Auptwiny pue yeay ybiy jonojonpoid dasy M (4,//-89) D.52-0¢ ¥ BI0iS (uON93JUI AIH 0} BUIDIPALL) JINBUEZEIE M
uorjewojul Juepodwi ureyuod Aay ] “pasul abexoed Rue uoped ayy deay m (sauIoIpaLY WaISAS BUNLIL) [13J0L B12jouaydodfuw 1o SNLoIoE) M
asn a10§aq asul afiexoed pue shulurem ‘suonoalIp ay} peal m (BuioIpaLw euwyse) auydosy) m
uopeuLiojul 1au0 - (suioipaw ueeh) uixobip m
*UOIJIPUOI SNOLIBS B AQ Pasned aq SaWNaLIos Aew usIp|iyd $8ulo1paL JseaA-Hue 1o [eBunyiue uondiosaid m
Ul LINGLIBaH "asn 91043q J0}90p B Yse :abe Jo S1eak g1 Japun uaip|iyd m (Butoipaw Butuuiy}-poojq) uniepem m
10}00p & £q pajoalIp ssajun Guryey a1e nok j1 asn a10jaq Is1oeurieyd 10 J0J90p e ysy
syjuow  A1ana uey) uapjo aiow 1o sAep p| Uy} 310w Joj e} Jou op B ured yoewols m u >
suyiow y £19A3 9sIn0d ep-y | e Jeadal kew nok m BURIOA 10 BASTEU M — £
(papaau 1) 8s1no) Keg-| pajeaday $50]JyBlam paure|dxaun m ° "'E
q |0402[e LM BUIDIPaLU SIU} 8.} Jou 0p M wingpeay ynm Alrenared ‘Buizaaym jusnbaiy m »
N 10}00p 40k Aq pa}0aIIp $SaJUN SAEp 17| UBY) BJ0LW 0} BSN Jou Op M uted 3say juanboly m N ®
t fepe13|qe} | UeL) 210w aXe} Jou op m papeay6i| 1o 10{93U ‘swe 0} Buipeaid: =
sfep . 10} fep A18Aa ey m ured ‘Buneams ‘y1ealq J0 SSAULIOYS UM Ured JapINoyYs Jo ured 1Yo m “ 0]
q 'Jawm} Uum ajoym pamoueyts 80 0S[e U.J S}8|qe) 8y L ssauizzip Jo furieams ‘ssaupapeayyybi] yym uinguesy m =
10JeM NOUHM 10 Yy ‘sajeiDajuISIp 19]e} :anbuo) Uo Jajqe) oLy adeid M | yopipuoa snotias aiow e Jo UBIS B 8 ABW SIYL ‘SLHUOLL € JBA0 UINGHEAY Py m h g
h S}9]qe} Mayd 10 ysnio jou op m aseasip Jon| m n =
= Buiuiow ayy ur Guryea a10}9q }9|qe} | axe} m aney nof J 3sn 210}3q 40190p B YSY 8 ]
uaweal) 10 asinog keg-p ° O
= SN0 42 Ul swoydus Jo o) *J0}00p IN0A 933 “UORIPUOD SnoLias B o SUBIS aq AeLu 8l "$|00}s el Jo Apoojq > D
u aro1di00 196 ajdoad awos yBnoUyE Jaea I oy SKep p o | axer fewym |0 PO Burywon ‘pooy Buimojfems ured 1o 8jgno} 8AeY Nok Jj asn jou oq m S E
sfiep 1. 1o Aep 1aAa ‘(sinoy yz A1ana) fep & 80u0 pasn aq 0} st 10nposd siy) m ajozeadosue] 0} a161a] e a1e noA J1 asn jou op :Jafe ABaayy e~ 7]
13p|0 pue aBe Jo s1eak g| Synpe m shuiuiey = )
suofsag : [~ g =
; 108)4a [Inj Joj sfep 0} | s =
> (¢ze1-2ze-008- 1) keme ybLl 18juag 0U0D UOSIOd B 100D . =
< 10 djay) [e91palLi 196 *3S0PIAN0 0 85I U “UAIP|IYO JO YIea1 § Jno daay @} few Brup siu} UINGLBaY J0 Ja1j SJeIpaWI 1o} p3pUBUILjou d 8 s
o 35N 810Jaq [BU0ISSa}0.d L)[eaY B Yse ‘Buipaaj-1sealq Jo Jueubaud §f (eam e skep 370 0Z $1n390) UINGLIEAY JUaNbaJ} Sjeas} m
b asn
S . ured juiof Jo yses e dojanap nok m eayeipab nof m
= 0 SUpuow ¢ AJaAaAwaLumau 1098In0 | UBY} ZJOLIJ ay{e} 0} pasu noﬁ ® 1 sonpas pioy Buig) ajozeidosue
S o b sfep 7| ueyy 80w Joj 1onpoid SIuj 8¥e} 0} pasu nok m .
8 & 3 SUBSIOM JO SBNUIUOD UINGHEAY JNOA M J1 10}90P B jSe pue asn dojs asodind (181qe3 yoea uy) Juaipaibul 3oy
(panunuod) syae4 Bnig sjae4 Bnig
-

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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Final Printed Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
14 Talblets
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Safety Feature -

Child-resistant

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

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  geisousoms:
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Reference ID: 4181547

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
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Final Printed 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 ‘ ‘OOOOODOOOOH 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.

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

Strawberry
Flavor

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

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

¢ Actual
size

Reference ID: 4181547

“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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Final Printed 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: 4181547

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 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

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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Final Printed 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 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

Reference ID: 4181547

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

-

5-11-17
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Final Printed Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
42 Tablets

CODE AREA

Batch No.
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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: 4181547

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 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

Orally Disintegrating Tablets 15mg

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

-

5-11-17




Final Printed Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
28 Tablets
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Delayed Release
Orally Disintegrating Tablets 15mg
Safety Feature - Do not use if printed
tablet blister unit is open or torn.
o ""00000700000" o
KEEP THE CARTON AND PACKAGE INSERT.
THEY CONTAIN IMPORTANT INFORMATION.
Buy one 1 4 count Compare to the active ingredient
| 4 in Prevacid® 24 HR*

Reference ID: 4181547

Get One 14 Gount Free!

New Dosage Form!

24 Hour

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

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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Final Printed 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.

OO‘ 0

00000"000

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

100% More Free!
14 Free Tablets!

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

Strawberry
Flavor

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

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Reference ID: 4181547

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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Final Printed 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.

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 May 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

Reference ID: 4181547

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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Final Printed 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 ‘ “OODOOODOOOH 0

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

Reference ID: 4181547

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

Strawberry
Flavor

get complete relief of symptoms within 24 hours

® Clinically Proven To Treat

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

requent Heartburn

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

-
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Final Printed 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.

00000700000

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

Strawberry
Flavor

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

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Actual

Reference ID: 4181547

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

-

5-11-17



Final Printed 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

0000 00000‘ 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

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

Reference ID: 4181547

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

-
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Final Printed 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.

Reference ID: 4181547

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

Orally Disintegrating Tablets 15mg

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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Final Printed 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 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

Strawberry
Flavor

— | m_
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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

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 pt

BULLETS: 5 pt Square

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

HAIRLINES: 0.5 pt

5-11-17
Reference ID: 4181547




Final Printed 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.

Reference ID: 4181547

Bonus! 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 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

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

-

5-11-17




Final Printed 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.

Reference ID: 4181547

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 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

Orally Disintegrating Tablets 15mg

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

-

5-11-17




Final Printed 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: 4181547

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 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

Actual
size

Orally Disintegrating Tablets 15mg
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STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 pt
BULLETS: 5 pt Square
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Final Printed Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
Blister of 7 tablets

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

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
aweek or less, or who want immediate relief
of heartburn.

How to Take Lansoprazole delayed

release orally disintegrating tablets

14-DAY Course of treatment

m take 1 tablet before eating in the morning.

m 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

m take every day for 14 days

m do not take more than 1 tablet a day

= 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.
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Warnings and When to Ask Your
Doctor

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

Do not use

mlf 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

miver disease

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

mheartburn with lightheadedness, sweating
or dizziness

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

mfrequent chest pain

m frequent wheezing, particularly with
heartburn

munexplained weight loss

mnausea or vomiting

mstomach pain

Ask a doctor or pharmacist before use if

you are taking

m warfarin (blood-thinning medicine)

m prescription antifungal or anti-yeast
medicines

m digoxin (heart medicine)

m theophylline (asthma medicine)

m tacrolimus or mycophenolate mofetil
(immune system medicines)

m atazanavir (medicine for HIV infection)

m methotrexate (arthritis medicine)

Stop use and ask a doctor if

m your heartburn continues or worsens

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

= 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

m 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.

mEat slowly and do not eat big meals.

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

mDo not lie flat or bend over soon after eating.

mRaise the head of your bed.

m Wear loose-fitting clothing around your
stomach.

u|f you are overweight, lose weight.

u|f you smoke, quit smoking.

Clinical studies prove that
lansoprazole effectively treats
frequent hearthurn

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:

Dexcel Pharma Technologies Lid.
10 Hakidma St. Yokneam 2069200, Israel

:8U100 00 J1
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