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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
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NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 m
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KEEP THE CARTON AND PACKAGE INSERT. D Stafety_tFea_tutred—t blet /T
THEY CONTAIN IMPORTANT INFORMATION. 0ot use IT printed table -
blister unit is open or torn. NI ’
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24 Hour

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15 mg

Acid Reducer

+ 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

14 TABLETS

One 14-day course
of treatment

Strawberry

Flavor

Actual size

1

€

[9e1S| ‘0026902 WEaLYOA ‘J83.)S BWIPIYEH O |
Py salbojouyda] eusey [924aQ
:Aq painoeynuely

|oe1S| Ul BpRN

153 INd 006 O} INY 0¢: Sfepfsam
:0926-61L-008- | ¢ SJULLILLIOD 10 SUOSINY

(panunuod) spae4 Bnig

Reference ID: 4094191

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

4-19-17
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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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Reference ID: 4094191
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Safety Feature -

NDC 64239-181-01

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*

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

® Clinically Proven To Treat Frequent Heartburn

ON
OF

E 14-DAY COURSE
TREATMENT
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MODIFIED FORMAT

TYPE SIZES:

LEADING: 6 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

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

3-24-17



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
|

p— m
J L
"HH 12 @PI9eAB14 JO J0INGLISIP ““OU] ‘U}BSH JBWNSUO) SIHEAON Ag PSINGLISIP 10 PaInjoejnUEL Jou s1Jonpoid siy L,
1B1S| ‘0026902 WEBUX0A 183.1S BWPIYeH 0|
Py saibojouyda) euey ] |9axaQ
:Aq painjoejnuey
[oeIS| Ul BPey
1S3 Nd 00°G 0} INY 0€:2 SKepxeam :0926-61.-008- | ; SIUSLLLLIOI 1O SUOISAN]
aje1ya |ALyaLi) ‘apIxoIp WNUE}) ‘D[e} ‘seiayds Jens ‘asojesons ‘o os
‘gesewny |A1eals WNIpos ‘apixolp uodljis ‘109A|6 auajAdoud ‘08 syeqI0sA|od ‘9s0jn||ad aul|[e}SAI0191W ‘BuiN|BaL ‘[ONULBW ‘|OJHEW ‘ULIX3POJEW B
Jeetayd df dAy ‘Joneyy d doa “apixolp UDIs [epIO}j03 ‘|0409[e K18 ‘pioe diu0dse S]lla!palﬁll! annjoeu|
(panunuog) spae4 b 4q
- e S R
A aImsiow o jonpoud Joejoid m < (UIDIPALL SLILLE) B}EXDAO}OU I
Aupiwny pue eay yoiy jo3nojonpoid desy M (4,2/-89) 0.G2-02 e l0is m (UoRIB}UI AJH 10} BUIDIPALL) JIBUBZEYE W
“UoyewLiojul JUBHOduw! Ureju0d AL "Hasur abeoed pue Uokieo Ly dazy m (sauraIpa washs aunww) ||1é;0u1 émmuaudo'olﬂm 10 shluuomm [ ]
85N 810Jaq Yasul abexoed pue sBuILIEM ‘SUONDIIP U} Pesl M o o :
ONEULIO a (auoipaw ewuyise) auljifydoayy m
uopeuLojul 13y0 (auraipaw pieay) uixobip m
“UOIJIPUOI SNOLIAS B AQ PasNe aq SaLaLIos Aew Ualpjiyd $8UI0IPAW Jseak-Hue Jo [eBunyyue uondiosaid m
Ul UINGHESH "9SN 810494 J0J90P B Yjse :368 Jo SIeak g1 Japun uaIp|iyo m (aura1paw ButuUIL-poo|q) ULeLEM
10}00p & fig pajoaup ssajun Bunjey ase nof J1 asn a10jaq 1s19euLseyd 10 1090p € YSY =
Syuow ¢ A19A3 UBY) UBY0 210w J0 SAEP . UBL) BI0L J0) 3XE) J0U O ured yoewois m @ £
syjuow ¢ A13A3 851n03 fep-y | & Jeadal few noA m ﬁummd/« 10 29SNEL W _—— 0
(papasu ) asino Aeg-y | pajeaday $50| JyBlam pauejdxaun m ° -
§ 04OI[e LIM BUIDIPaLY SIU} 8¥e} J0U Op I uingyeay yim ALenaned ‘Guizaaym juanbasy m ]
N 10}90p JnoA Aq pajoalIp $SajuN SKBp | UL 30w J0j SN J0U 0P M ured 15ay9 juanbay m N @
t fepe}a|qe} | UBL} 810W 9e} Jou 0p M $saUPaPeayyBil| 10 ‘SI1PINOYS 0 08U ‘SLLLe 0} Buipealds =
sfiep v 10} fep f19na avye) m ured ‘Buieams :yealq Jo Ssaupoys yjim ured Japjnoys Jo ured 1s8yo m “ IE
q 132 LN BOUM PAMO|[MS 8 OS[E LI SI3IGel 8L ssaulzzip 1o funeams ‘ssaupapeayyybi] yum uinguesy m h =
1B} INOUYIM JO L ‘sajelBajuisip 19]qe} :anbuoj uo Jajge) auy) 8deid M | yopipuoa snoLias a10L & J0 UBIS & G AL SIL L "SLILOLL € JOAO LINGHESY Pey =
N SJ3]qE} MY 10 Ysnia Jou op m aseasip Jan| n =
= Buiuiow auy ul Buryes a104eq 1a|qe} | 8xje} m aney ok ;135N 21030 J010P B XSy 8 s
jualwyeal] Jo asinog Keg-yL ° c D
= SIN0U pZ UM SWOIEWAS 10 oY) J0J00p oA 39S "UONIPUOD SNOLIBS B JO SIS 8 ABw 853U ] "S|003S %9e|q 10 Apoojq -] 2
u )9]dwoa 186 a|doad awos ybnoyye 1938 [Iny Jd; sKep 0} | 9xe} few Im 40°poojq i Bupwion pooj Guoliems ued Jo aignos axel nof | asn jou og m é’ .E
sfiep v 10} Rep A1ana ‘(sinoy g A13a8) fep e 3ouo pasn aq o} si Jonpoud siy m alozeJdosue 0} 21B1a][e 218 no Ji asn jou op :paje ABajly = L
Jap|o pue abe Jo sieak g | synpe m sbuiu. 1em g a
suonaalq ' “ S>>
o ‘(zz21-222-008- ) eme 6L 18)uaQ [01U0D UOSI0 B 1BJU0D P . 19842 [In Jo} sep 0} L d % E
o 10 djay [e91paLL a6 ‘3S0PIA0 J0 3SED U] “UBIPIIYD JO 4ILAI J0 o daay e} el DIp Siy} -UIngLEay JO 4318 alepaLLuu 0} p3puajul jou m ao
- 35N 210Jaq [BUOISSBJ0id L[EaY B St ‘BuIpaay-)seaiq 1o Jueubaid jj (88M © SAep BI0UT 10 Z $1n900) UINGLIBAY JUaNbaL Sjea m
S : eayieip1ebnoAm asf
s, i
& o = SU3SI0M 10 SBNUYUCO LINGLBAY NOK M 1 Jojoop e yse pue asn doyg | 500N (1919e1 yaea uy) yuaipaibu) anoy
(panunuod) spae4 Bnig s1oe4 Bnig
e S ———

Reference ID: 4094191

Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

0 ‘OOOOOOOOOO‘ 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 iay 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

m

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

-

3-24-17



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

/

Reference ID: 4094191
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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

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

NDC 64239-181-03

New Dosage Form!

(724 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

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

Strawberry
Flavor

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

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS

Actual
ize

Orally Disintegrating Tablets 15mg

i

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

-

3-24-17




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

| I
| / \ L
A g0 fyleu) ‘apixolp Lniuey) ‘dfe} ‘saiayds sebns ‘asojesons ‘oyguos | « eauLIeIp 196 ok m \\
‘ajelewiny |KIea}s WNIpos ‘9pixoip uoals ‘109A|6 sualfdoid ‘0g ajequosfod SUIUOL  A19A3 JUALLYBAI] JO BSIN0 | UBL) I0W BXE} 0} Paaui Nok i m o
350|}[29 Aul[e}sA100101LL ‘uILuN|BaLL ‘|O}IUUBLL ‘[OJ}fELU ‘ULIXBPO} W Bzieu sAep 1. ey} 810w 1o} Jonpo.d SIu 8} 0} pasu NoA m = 3 5
o= ‘sjefepyd df dfy ‘Joneyy ‘suopinod Inod SU3SIOM J0 SBNURU0D LINGHLEAY NOK M 1 J0J90P B jSe pue asn dojs = El
g § g 3P0 UOOIIS [BPOICO 10400 §30'PI0P A010352 SJUBIpoIGU ooy (8u1oipaw siLiye) jexaioyieL = e
== =] h . m
253 aImsIow Wo jonpoid 1oaj0id m (U0I}93JUI \JH 40} BUIDIPBLL) JIneUEZEYe =
@ g g' fpiLuny pue 1eay yBiy 10100 1onpoid dooy  (4o//-89) 9.G2-0Z e 01 (sauroipaw waysAs aunwui) ajow ajejouaydoakuw Jo Snuwijoioe) m -~
Rz = (suraipaw ewiyse) suljjiydoay) m o
5@ “Uoiewojul Juepoduwy ureuod A3y “uasul abeyoed pue uoped au) daay m 1Ip L}SE) aulliAy ﬁ‘ﬂ iy
g3 35N 21048 Lasu| abex2ed pue SBuILIEM ‘SU0NJaIIP aU) peal m (aUI9IpaLLI eat) uixobip m nt
=35 SaUulaIpauw jseak-nue Jo [ebunyyue uopduasaid m
§ 2 Uogewiojul 1340 (8uro1paw BuruuIyl-poojq) uepem m
= §“ *UOIRIPUOJ SNOLI3S B AQ pasnen aq Salawos Aew ualpjiyo Bunje} a1e nof j) asn a10jaq Jsioewwieyd 10 10J00p € Sy
3 g Ul UINGUBAH "asN 810J3q J0j20p B %se :a6. Jo SIeak g | Japun UaIp|IYO W Ured oeLois |
g2 10}00p & q pajoaip ssajun syjuow Burywon 10 easneu m h
Sa £13na ueyy uayo aow Jo sKep {|. uey} a1ow 1oy 3ye} Jou op M $50]JyBram paurejdxeun m =
g2 Suuou  A1aA9 85102 Aep-t | & Jeadal kew nof m uingieay yum ApreinanJed ‘buizasym juanbaly m
= - ured 3s3y2 juanbal m =
= § (papaau ) asinog Aeg-y1 pareaday $Saupapeayyb| Jo ‘s1apinoys Jo %9au ‘swie o} buipeaids m
= [0YOD[E LpIM BUIDIPALL SIU} 83E} Jou Op M ured ‘Buneams ‘y1ealq Jo Ssaupioys yym ured Japinoys Jo ured 153y m
10}00p N0k Aq pajaR.Ip SSaJUN SAEp 1| UBY} BI0W 10} BSN JOU 0P M $SUIZZIP 10 HURRAMS ‘SSaUPapRALRYBI] LM LINGLESY h
fepe 13|qsképu:tltg;(}l:paﬂz\g)g”‘g: UOIIPUO SNOLIAS BJ0LL B Jo UBiIS B 8q A SILj] "SUIUOW § JAA0 LINGHERY Pey M
5easIp Jon| m
“JOJBM L}IM S]0UM PAMO][EMS B( OS[E UBD $}9]qe} 8l L aney nof 1 asn a10jaq Jﬂlmﬁl ® )ilsv a
“J3JBM INOUYIM JO LI ‘SajelBajuIsIp 19]e) :anBuoj uo 1|qe} ay) a0e|d m H
S13]qB} MAYD 10 YSNI9 J0U 0p | 10}90p N0 383 h

Bujusow auy ui buyes 810480 19|qe} | 8%E} M “UOJIPUO9 SNOLIaS B J0 SUBIS 94 ABL 858U "$]00}S 0| 0 AP00jq 10 ‘Poojq

JUewieal] J0 85109 AEq-p1 ypm Buriwon ‘pooy Burmojiems ured 10 8jqno.} aAey nof J asn Jou oq

SINOY g UIyym swoyduwifs 10 jaijal 9joze.dosue| 0} 21619][e 816 noA Ji asn jou op :paje ABIa|Y

4]9/dw02 136 ajdoad awos yBnoyye ‘19aa (I} 10} SAEP ¢ 0} | 8e} Aew i m sbujuiem
sfep 1. 1o} fep K1ana ‘(s1noy g A13ne) kep e 89uo pasn aq 0} S1janpoad siuy m

1apjo pue abe Jo s1eak g| synpe m . 108}J9 [N} Joj sep y 0} |

SUONIAII 9bfe} Rew Brup 1y} UINGHEAY J0 Ja1j9] BYeIPaLLLLY 10} PAPUBIUI JOU M

A8l (oM & sAep 8I0Ur10°Z $1n200) LINGLIesY Juanbay sjealy m - asy)

‘(¢2e1-222-008- ) Reme Jybu Jauag j04U0Y U0SI0d € OB

10 djay [BaIpauw 16 ‘8S0PIAA0 J0 8SBD U “UBIPJIYD JO yoeal jo Jno daay | 199NPI PIdY buwGL 1

*3SN 810}3( [BUO! d yy[eay e yse ‘Buipasj-jseaiq Jo y | @soding (181qe) yaea uy) yuaipaibul anay
\ (panunuo) syae4 Bnig spoe4 bnig /
A r

KEEP THE CARTON AND PACKAGE INSERT, Safety Feature -

THEY CONTAIN IMPORTANT INFORMATION. Do not use if printed tablet N -
blister unit is open or torn. U/

Compare to the active ingredient
in Prevacid® 24 HR*

New Dosage Form!

24 Hour
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

14 TABLETS  gsisicovs:
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MODIFIED FORMAT
TYPE SIZES:

TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique

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

HEADINGS: 7 pt Helvetica Neue 77 Bold Condensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed
TEXT: 6 pt Helvetica Neue 57 Condensed

LEADING: 6 pt

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

. HEAVY LINES: 1.5 pt
Reference ID: 4094191 | e wes: 05t 3-24-17




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.

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 \ay 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

Reference ID: 4094191

Ll

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

-

3-24-17



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

/

Reference ID: 4094191
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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

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

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-03

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg

Acid Reducer

Melts in your mouth

Dissolves without water

Strawberry
Flavor

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

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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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

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*

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

14 TABLETS  gisispiuie

[9.IS| ‘0026902 WeaUX0A 18a.1S BUIPIEH 01
Py salbojouyda] ewsey |92%aQ
Aq painjoenuepy
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Orally
Disintegrating
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

3-24-17



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: 4094191

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.

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

| (linically Proven To Treat Frequent Heart

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Orally
Disintegrating
Tablets

m

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

-

3-24-16



This label may not be the latest approved by FDA.

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

NDA 208025

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

Delayed Release

/

Reference ID: 4094191

0"00000

0000

Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

Safety Featur

tablet blister unit is open or torn.

¢ - Do not use if printed

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 \lay take 1 to 4 days for full effect, although

Strawberry

some people fe

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

Orally Disintegrating Tablets 15mg

Ll

STANDARD FORMAT

TYPE SIZES:

SUBHEADINGS: 6 pt Helvetica Neue

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

TEXT: 6 pt Helvetica Neue 57 Condensed

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

77 Bold Condensed

-

3-24-17




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
14 Talblets
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KEEP THE CARTON AND PACKAGE INSERT. Safely Feature -

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

Compare to the active ingredient

child-" GSistant in Prevacid® 24 HR*

NDC 64239-181-01

I

New Dosage Form!

24 Hour
Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

Acid Reducer

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

® Clinically Proven To Treat Frequent Heartburn

Strawberry
Flavor

14 TABLETS  gsisoovs:
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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.
Reference ID: 4094191 | it teEs 1Pt 4-19-17




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
|

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.

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 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
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Reference ID: 4094191

i

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

-
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This label may not be the |

atest approved by FDA.

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

Proposed Draft Labeling
NDA 208025

Lansoprazole Delay

ed Release Orally

Disintegrating Tablets, 15 mg
42 Tablets
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Lansoprazole

Delayed Release

/

0 ‘OOOOOHOOOOO‘“ 0

Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

Safety Featurt

tablet blister unit is open or torn.

¢ — Do not use if printed

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 64239-181-03

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

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

Strawberry
some people L

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

Reference ID: 4094191

“m

STANDARD FORMAT

TYPE SIZES:

SUBHEADINGS: 6 pt Helvetica Neue

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

TEXT: 6 pt Helvetica Neue 57 Condensed

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

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
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 HOOOOOOOOOO‘ 0

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

Buy One 14 Count,
Get One 14 Count 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: 4094191

T

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

-

3-24-17



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.

Reference ID: 4094191

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

get complete relief of symptoms within 24 h

Strawberry
Flavor

S

® Clinically Proven To Treat Frequent Heartburn

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

T

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

-

3-24-17



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 H ‘OOOOOOOOOO‘ 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 Vlay take 1 to 4 days for full effect, although some people

Strawberry
Flavor

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

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Reference ID: 4094191

i

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

-

3-24-17



This label may not be the |

atest 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 I

Value 3 Pack

New Dosage Form!

24 Hour

IMPORTANT INFORMATION.

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

Strawberry

some people R

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

Reference ID: 4094191

il

STANDARD FORMAT

TYPE SIZES:

SUBHEADINGS: 6 pt Helvetica Neue

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

TEXT: 6 pt Helvetica Neue 57 Condensed

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

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
28 Tablets
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Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

0 ‘OOOOO‘OOOOOH 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 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: 4094191

i

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

-

3-24-17



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.

Reference ID: 4094191

Bonus Size! 14 Tablets Free

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-03

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg

Acid Reducer

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

Strawberry
Flavor

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

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS
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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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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 H ‘OOOOO‘OOOOO‘ 0

KEEP THE CARTON AND PACKAGE INSERT.

THEY CONTAIN IMPORTANT INFORMATION.

Bonus Size! 14 Free

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

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

Strawberry
Flavor

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

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Reference ID: 4094191

i

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

-
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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

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

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

Reference ID: 4094191

Bonus Size! 14 Free

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

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

Strawberry
Flavor

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

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS
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STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

-
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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.

Reference ID: 4094191

Bonus! + 14 Free

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-

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

i

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

-

3-24-17



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.

Reference ID: 4094191

Bonus! + 14 Free

New Dosage Form!

24 Hour

Compare to the active ingredient
in Prevacid® 24 HR*

NDC 64239-181-03

Lansoprazole

Delayed Release

Orally Disintegrating Tablets 15mg
Acid Reducer

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

Strawberry
Flavor

 $’1

get complete relief of symptoms within 24 hours

® Clinically Proven To Treat Frequent Heartburn

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS

il

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

-

Orally Disintegrating Tablets 15mg
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
Proposed Draft Labeling
NDA 208025
Lansoprazole Delayed Release Orally
Disintegrating Tablets, 15 mg
28 Tablets
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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.

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

u \lay take 1 to 4 days for full effect, although some people

Strawberry
Flavor

‘4%11

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

TWO 14-DAY COURSES
OF TREATMENT

28 TABLETS

Reference ID: 4094191

“m

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

-

3-24-17



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.

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

Strawberry

some people AT

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

Reference ID: 4094191

-

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 pt
BULLETS: 5 pt Square

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

-

3-24-17




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

This label may not be the latest approved by FDA.

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

0 HOOOOOOOOOO‘H 0

Lansoprazole

Delayed Release
Orally Disintegrating Tablets 15mg

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

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

Reference ID: 4094191

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
| Clinically Proven To Treat Frequent Heartburn

THREE 14-DAY COURSES
OF TREATMENT

42 TABLETS

Orally Disintegrating Tablets 15mg
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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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