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Satety Feature - Do notuse  prined < Safety Feature — Do not use if printed
Sealunder cap is broken or mising, = seal under cap is broken or missing.
This label does not contain full [y - "
productnfotion See carton o nAunu This label does not contain full
o 10° product information. See carton for
use. Retain carton for reference. complete information. Read warnings
Drug Facts and directions on carton before
Active ingredient  Purpose use. Retain carton for reference.
(in each tablet)
Omeprazole 20 mq....... Acid reducer bﬁﬂ@ ﬁmhﬁm
Use mtreats frequent heartburn ) n
(occurs 2or more days a week) Active ngr edient  Pur pose
m notintended forimmediate relief Ns mm&— ﬁmsme
1 to 4 days forfull effect Omeprazole 20 mg......Acid reducer
Other information
“ﬂg the a_aﬂg:mﬁﬂa shs_ém Use mireats frequent heartburn
efore use M keep the carton.
It contains _sgnm___uzao_sm._o__. Aonoc_‘.m E .Qm<m a Emm_c .
mstore at 20-25°C (68-77°F) and H notintended for immediate relief
proectfom mofstue of heartburn; this drug may take
Questions?1- 8007196260 ) 1104 days for fulleffect
A Other information
m read the directions and warnings
beforeuse mkeep the carton.
It containg important information.
mstore at 20-25°C (68-77°F) and
protect from moisture
Questions?1-800-719-9260
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NOT FOR RESALE

Made in Israel

Manufactured by:
Dexcel PharmaTechnologies Ltd.
10 Hakidma Street, Yokneam, 20692, Israel
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Treats Frequent Heartburn!
Occurring 2 or More Days a Week

Omeprazole

tlelayed release 1ahlets 20 mg

Coated with

Wildberry Mint

acid reducer

SWALLOW - DO NOT CHEW

14 1ABLETS

i

i Flavor One 14-day course of treatment j
1
| Tips for Managing Heartburn
f \ m Do not lie flat or bend over after eating m Avoid heartburn-causing foods such as rich, spicy, fatty or fried foods,
\ J m Do not wear tight-fitting clothing around the stomach chocolate, caffeine, alcohol and certain fruits and vegetables
m Do not eat before bedtime W Eat slowly and avoid big meals
m Raise the head of your bed m If overweight, lose weight  m Quit smoking
1
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Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets
1

Tips for Managing Heartburn

m Do not lie flat or bend over after eating

m Do not wear tight-fitting clothing around the stomach
m Do not eat before bedtime

m Raise the head of your bed

m Avoid heartburn-causing foods such as rich, spicy, fatty or fried foods,
chocolate, caffeine, alcohol and certain fruits and vegetables

| Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking
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Omeprazole Delayed
Release Tablets 20myg

' TreatMy
& Heartburn

L

\l

Safety Feature - Do not
use if prini

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

OmeprazolelDelayed
Releasellabletst20mg

Acid Reducer

SWALLOW - DO NOT CHEW

Coated with

Wildberry Mint Flavor

14 Tablets

One 14-day course of treatment
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NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

14 Tablets
1

Tips for Managing Heartburn

m Do not lie flat or bend over after eating

m Do not wear tight-fitting clothing around the stomach
m Do not eat before bedtime

m Raise the head of your bed

m Avoid heartburn-causing foods such as rich, spicy, fatty or fried foods,
chocolate, caffeine, alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking
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Coated with

Wildberry Mint Flavor

J

|| Omeprazole Delayed
Release Tablets 20mg

FDA Approved

blister unit is open or torn.

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

OmeprazolelDelayed

Releaseilabletsy20my

Acid Reducer

SWALLOW - DO NOT CHEW

14 Tablets

One 14-day course of treatment

~

MODIFIED FORMAT

TYPE SIZES:

TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique
TITLE (continued): 7 pt Helvetica Neue 77 Bold Condensed Oblique
Neue 57

(continued) 7 pt

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

TEXT: 6 pt Neue 57
LEADING: 6.3 and 6.5 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

Reference ID: 388568dference ID: 3876674

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

000000000
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Final Printed Labeling

NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
28 Tablets
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Omeprazole Delayed
Release Tablets 20mg

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

Tips for Managing Heartburn

m Do not lie flat or bend over

after eating

0000070

“ 7 TreatiVt
\ B Heartbel’rn

\

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

m Avoid heartburn-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

NDC 0

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole. Delayed

ReleaseNablets

Acid Reducer

SWALLOW -

Coated with

Wildberry Mint Flavor

DO NOT CHEW

28 Tablets

Two 14-day courses of treatment

/j%&

000000000

| E—

Reference ID: 3885681 . 3576674

STANDARD FORMAT

TYPE SIZES:

TITLE 8pt

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique
lica Neue 77 Bold

Neue 57

Oblique

8pt

LEADING: 6.5 and 6.7 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

HEADINGS: 8 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

-

A
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Final Printed Labeling

NDA 22-032
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Omeprazole Delayed
Release Tablets 20mg

after eating

000

“ 7 TreatiVt
\ B Heartbel’rn

\

00000700

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

FDA Approved

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

Tips for Managing Heartburn
m Do not lie flat or bend over

m Avoid heartburn-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole Delayed.
Releaselablets

Acid Reducer

SWALLOW - DO NOT CHEW

Coated with

Wildberry Mint Flavor

28 Tablets

Two 14-day courses of treatment
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Reference ID: 3880681 p. 3576674

STANDARD FORMAT

TYPE SIZES:
TITLE

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique
Neue 77 Bold

Neue 57

Oblique

8pt

LEADING: 6.5 and 6.7 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

HEADINGS: 8 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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Omeprazole Delayed
Release Tablets 20mg

Safety Feature -

Do not use if
printed tablet
blister unitis
open or torn.

Tips for Managing Heartburn

m Do not lie flat or bend over

after eating

00000"00000

\" 7 TreatMy
® Heartburn

(S

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

m Avoid heartburn-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

' Quit smoking

NDC 00000:

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole Delayed
Releaseilablets

Acid Reducer

Coated with

Wildberry Mint Flavor

SWALLOW - DO NOT CHEW

28 Tablets

Two 14-day courses of treatment
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Reference ID: 3885681 b: 3876674

STANDARD FORMAT

TYPE SIZES:
TITLE

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique
i ica Neue 77 Bold

8pt

Neue 57

Oblique

8pt

LEADING: 6.5 and 6.7 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

HEADINGS: 8 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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Omeprazole Delayed
Release Tablets 20mg

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

Tips for Managing Heartburn

= Do not lie flat or bend over

after eating

00000700000

Bonus! 14 Free

(-
\ | S Hree:rtnlguyrn

\

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

m Avoid heartburn-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

' Quit smoking

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole Delayed.
Releaseiablets

Acid Reducer

SWALLOW - DO NOT CHEW

Coated with

Wildberry Mint Flavor

28 14 Tablets

Two On€ 14-day courses of treatment

NDC 00000-000-00
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Reference ID: 3883681 b. 3576674

STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique
ica Neue 77 Bold

TITLE i 8pt
Neue 57

Oblique

8pt

LEADING: 6.5 and 6.7 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

HEADINGS: 8 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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Omeprazole Delayed
Release Tablets 20mg

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

Tips for Managing Heartburn

m Do not lie flat or bend over

after eating

00000"0

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Bonus Pack! 14 Free

m Avoid heartburn-causing foods such as rich,

spicy, fatty or fried foods, chocolate, caffeine,

alcohol and certain fruits and vegetables
W Eat slowly and avoid big meals
m If overweight, lose weight
m Quit smoking

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole Delayed.

ReleaseNablets

Acid Reducer

Coated with

Wildberry Mint Flavor

SWALLOW - DO NOT CHEW

28 14 Tablets

Two On€ 14-day courses of treatment

NDC 00000-000-00
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Reference ID: 3883681 b. 3876674

STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

TITLE 8pt

Neue 77 Bold
Neue 57

8pt

LEADING: 6.5 and 6.7 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

HEADINGS: 8 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 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets
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Omeprazole Delayed
Release Tablets 20mg

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

after eating

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime
Raise the head of your bed

Tips for Managing Heartburn
m Do not lie flat or bend over

m Avoid heartburn-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

uit smoking

NDC 00000-000-00

Treats Frequent Heartourn
Occurring 2 Or More Days a Week

Acid Reducer

Coated with
Wildberry Mint Flavor

SWALLOW - DO NOT CHEW

42 Tablets

Three 14-day courses of treatment

Manufactured by:

Dexcel PharmaTechnologies Lid.

10 Hakidma Street,

Yokneam, 20692, Israel

\\ CODE AREA

m

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.7 pt

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

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 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets
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Release Tablets 20mg

000007000

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

after eating

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

FDA Approved

H Omeprazole Delayed
00

Tips for Managing Heartburn
= Do not e flat or bend over

m Avoid heartburn-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Qut smoking

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Acid Reducer

Coated with

Wildberry Mint Flavor

SWALLOW - DO NOT CHEW

42 Tablets

Three 14-day courses of treatment

Manufactured by:

Dexcel Pharma Technologies Ltd.

Israel

10 Hakidma Street, Yokneam, 20692,

m

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.7 pt

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

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

-

CODE AREA

3-12-15
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NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets
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B Tips for Managing Heartburn
galel\; Feat!;re m Do not lie flat or bend over m Avoid heartburn-causing foods such as rich,
0 not use after eating spicy, fatty or fried foods, chocolate, caffeine,
printed tablet 'm Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
blister unit is around the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
open or tom. Raise the head of your bed uit smoking
NDC 00000-000-00
Treats Frequent Heartburn
Occurring 2 Or More Days a Week
[t =0
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Acid Reducer

Coated with

Wildberry Mint Flavor

SWALLOW - DO NOT CHEW

42 Tablets

Three 14-day courses of treatment

Reference |D: 3885681 ...,

m

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.7 pt

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

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

-

3-12-15



Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets
1

0926-61.-008-1 ¢ SJUBLILLIOD 10 SUOHISINY

8jea}9 |Ay1aL) ‘ulyadeL) ‘apIXoIp WNIUBY) ‘[e} ‘9S0[eIINS ‘ajeJewn) [A1B8)s WNIPos ‘ajelea)s wnipos ‘aje|oak|d yosels
WwNIpos ‘ajeyins |AINe| wnIpos ‘0Ses 109416 auajAuyakiod ‘auiLLB|OUBLYBOUOW ‘YIIB)S PALIPOLL ‘|OLUBL ‘BJeIPAYOUOW 3S0)I.| ‘BJeuIInS
212100 3s0]jowoIdAy ‘80| auI0dAY oA} ‘9¥e] wUILIN{e BuILLIEY OBIPUY/Z# NI 994 ‘Xem BANBU.ED ‘SUIULIe) oyod[e [Kzuaq

SjuaIpaibur annoeu|

(panunuod) spoe4 bnig

bwpg sja|qel aseajay
pafejag ajozeidawp

000000000

A ainisiow wo1y 193101 pue (4,£2-89) 9a52-0Z 1e 810}s W
“UOIJeWLI0UI UEHOGLLI SUIEU0D 1| 'UOLIED 3L} Gad:

3sN 210aq SBUILIEM PUE SUOIAIIP 8U) Pea) M

uoneuLiojul 1330

“UOIPUOD SNOLIBS  Aq PasnEa aq SawaWos few uaipiiyo
Ul WNGE3H 10j00p B YsE :abe Jo SIeak g| Japun ualp|iyo m
10)90p e Aq pajoanp ssajun syuow y A1ana
ey} ualo aiow 10 SAEp | Uey} Iow 10} axje} Jou op m
syjuow ¢ K13Aa asInod Aep- | e yeadal Aew nok m
(papaau J1) sasino) Aeq-y| pajeaday
*S}9]qB} YONS JO ‘YSNID ‘Mayd Jou 0 AJ0YM MO|lEMS I
10J00p N0 Aq Paloap SSajun SABP . UBY) 10w Jo} 8SN 0U Op M
fep e 10/qE} | UY) 210w 9¥jE} Jou Op m
skep | oy hep K1ana axe) m
Buiuow ayy
u1 Bunyea a10jaq Jajem Jo SSe|B B U)IM 13|qE) | MO|[eMS M
Juauweas) Jo asinog Aeg-yL
SIN0Y 2 uILym swoydwis Jo Jaijal
2)a|dwo9 136 ajdoad awos 10a)a | ny 10} SKep ¢ 0} | e} Aew y m
skep y| 1o}
Kep K1ana ‘(sinoy g Aiana) Aep e a0uo pasn aq 0} s11onpoid SiL) M
13pjo pue abe Jo s1eak g Synpe Joj m
suonaaig

(2221-222-008-1) Aeme jybL Jajua) 013U0) UOSIOd B JIBJU0D JO
djay [91paLLI 196 ‘3S0PIRAO JO 3SED U] "UBIPIIYD 4O Y3l J0 N0 daay
35N a10joq

ey e yse ‘Guipaaj-jsealq o jueubaid y

ayLeIp 186 nok m

SUUOW 193 JUaWIEAI) JO BSIN0J | UBU) 310 OXE} 0} Paau ol
skep 1. uey} 810w 10§ 19Npo.d S1U} a3e) 0} pasu Noj

SUBSIOM JO SANUNUOD WINGLIEaY ok m

11 10}00p e yse pue asn dojg

(panunuod) spoe4 Gnig

< (auIDIpaW SHLIYLIE) SjeXa0oW M
(uonaajul AH 4o} SaudIpau) sfeJirofainue uonduosaid m
(sauiIpaw waysks aunwiwi) (Rajow ajejouaydodkiw Jo snwi 0198} m
(au1ipaw Leay) uixobip m
(auraipaw Kyaixue) wedazeip m
SaulaIpa Jseak-nue Jo [ebunyyue uonduosaid m
(sauiaipaw Buiuuiyl-poojq) [0ze1so 2 Jo [a160pidojd ‘uLeLem m
6unye) a1e nok Ji asn ai0jaq 10 10}90p @ %Sy
uted yoewols m
Buniwon Jo easneu m
$50| Jyb1am paurejdxeun m
wingueay yum Apenaied ‘buizaaym juanbaly m
ured 15ay9 Juanbay) m

ssaupapeayubl| 1o ‘siapjnoys 1o ¥9au ‘suLie o} buipeaids ured
“Butjeams ‘y1ealq Jo SSauyoys yym ured 1apinoys 1o ufed 1sayo m
ssauizzip 10 Buijeams ‘ssaupapeayybl| yIm Lngueay m

“UORIPUOD SNOLIBS
10U € 0 UBIS B 3q W SIYL 'SUIIOW € JAAO LINGLESY Py m
aney nok 1 asn a10Jaq 10J90p & Sy
10J00p INOK 338 “UORIPUOD STIOLAS
& Jo subis aq Aew asay ] 's|o01s X9e|q 40 £poo|q 10 ‘Po0|q LM
Buniwon ‘pooy Buimojiems ured o ajqnou} aney noA J1 asn Jou og

9jozeidawo o} 916191 a1k NoA J1 asn Jou oQ :paje ABajy
sBujuie

109149 (Iny Jo} sep ¢ 0} | axe)
Rew Brup siy} ‘uingyeay Jo Jaljal jeIPAWLI 10} PapUajul Jou M
(oam e skep aJ0ur 10 Z $in220) wingLeay Juanbayj sjeas) m

asn
130NpaJ pIoy’ “Bw 0z ajozesdawg
asodind (1919e1 Yyoea ui) Jualpaibul anoy

sjoe4 bnig

‘“ 0

Safety Feature -
after eating

Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

open or torn.

Bonus! 14 Free

Omeprazole Delayed
Release Tablets 20mg

Tips for Managing Heartburn
m Do not lie flat or bend over

m Avoid heartburn-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Acid Reducer

Coated with

Wildberry Mint Flavor

SWALLOW - DO NOT CHEW

42 28 Tablets

Three Tw 14-day courses of treatment

Manufactured by:

Made in Israel

Dexcel PharmaTechnologies Lid.

Israel

10 Hakidma Street, Yokneam, 20692,

CODE AREA

Reference |D: 3883681 ...,

m

STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Helvetica Neue 57 Condensed

LEADING: 6.5 and 6.7 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

HAIRLINES: 0.5 pt

-
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Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets
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Omeprazole Delayed
Release Tablets 20mg

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

after eating

Bonus Pack! 14 Free

m Do not wear tight-fitting clothing
around the stomach

= Do not eat before bedtime

m Raise the head of your bed

Tips for Managing Heartburn
m Do not lie flat or bend over

m Avoid heartburn-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Qut smoking

NDC 00000-000-00

Treats Frequent Heartbul
Occurring 2 Or More Days a Week

ReleaselNabletse20ny;

Acid Reducer

Coated with
Wildberry Mint Flavor

SWALLOW - DO NOT CHEW

42 28 Tablets

Three Jwo 14-day courses of treatment

Manufactured by:

Dexcel PharmaTechnologies Ltd.
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10 Hakidma Street, Yokneam, 20692, Israel

CODE AREA

m

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.7 pt

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

EXT: 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

-

1
|

3-12-15

: 40155 FA CBP2-D

000000000




Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets
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Omeprazole Delayed
Release Tablets 20mg

Safety Feature -
Do not use if after eating

Tips for Managing Heartburn
m Do not lie flat or bend over m Avoid heartburn-causing foods such as rich,

spicy, fatty or fried foods, chocolate, caffeine,

printed tablet 'm Do not wear tight-fitting clothing alcohol and certain fruits and vegetables

blister unit is around the stomach

m Eat slowly and avoid big meals

m Do not eat before bedtime m If overweight, lose weight
open or tor. m Raise the head of your bed m Quit smoking

NDC 00000-000-00

Acid Reducer

Coated with

Wildberry Mint Flavor

SWALLOW - DO NOT CHEW

42 Tablets

Three 14-day courses of treatment

Manufactured by:

Dexcel PharmaTechnologies Lid.
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10 Hakidma Street, Yokneam, 20692, Israel

CODE AREA

: 40155 FA C(BP2-C

Reference |D; 3885681 .,

m

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 and 6.7 pt

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

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

-

000000000
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Final Printed Labeling
DA 22-
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
e)

o L
L —  —
198 'S 26902 WEALNOA 193 IS BWPIYEH 01
eS| U apey *py1 saibojouLpa) eweyy P2EQ
“hqpamae ey
Suowsnpm | € {2221 222 008 1) Aeme Wb Jaa) 0AUCY UOS Od © JBIU0Y.
o550 05t | 100 13 0 Ao 03 S 0 s o o daok =
seou oy e yse Bu poo =
o ) ' 2 P 0 AUaYES S Ca0D 2
5po0} pavy 0 A Jey A9 ds oL SE UaNS SP00J BUISTIED U gAY PloNy W ‘eay Je p 196 nof @ -
Seq nok s
ovo slep v o0 i o 1 poou o =
yorwols 3y pumm ﬁumwp Buy w6 seam jou o W J0 SaNU U0D U NGUEAY N0k | z
oo o Jojaop 152 pue o5 dovs 2
umw!-" iGeueyy 10) sdiy (o2 pauw 8| Lye) lExanoaw s
0926 61.L 008 |, (uor MWIANMMUG\WM!E\MNWE Wﬂﬂ\ osudm g
o ¢ SJUBLLILIOS 10 SUORSIND W oy m & -
[= @R (e Ul 30811 P XOIp WNUE Aaumpaw uuaq] uixob pl 3 =
(= 9fE) BSO[IONS )L BWIN JAIEIS WA POS BLJEA S WNIPOS B1E(0: (aujoipaw A & xue) wedaze S =
(= N pos aje ns June| wNIpos 0GEE 109K auaiunafiod uw seak gue Jo [ebuny ue uogdy mlﬂ 2 =3
= 3U WE OUBYI30UOW YJEIS Pal 1POW [0y UaW 8JEIPALIOUOL 3S0J8] (sauroipaw ﬁmwnn P00Jq) (0ZE150 9 J0 (@160 dOp U Je Jem M. S5 =
=  BUONS 31198 50RO Ay 350 PWOIAY JONE ) SXE| W wn e 6uye] 212 10K 951 210504 Is1oBULIEYd 0 J0 20 © SY =
= ‘QULED 0BIPU Z¢ BN 03 XEM BQTELIED BUILIED [0UOJ AZUaq a S
e ot oo s
E sapaibuy ony s e 3
240 § 0W W0l 193401d PUE (4o£2 §9) oG 0Z JE B0} W an pauieidxaun
00 eULOjUI UELOdw SUE U3} UD 120 auy daay m u gy U feina "E“ 5“ T “‘"“”" -
s el m
95T 210190 SOU LIEI PUE Su0li00p 0t Peos $S2UPapEAUIUBI JO ‘SIBp NOUS IO w:‘au swE o ﬁu Dsa ds ured
! ! dsoiom
o
VDI U WU 009 5 5620 Sk 81 9P UapiD oy pucosnoues
squous
anay ok 1 50 00 90 10 909 057
Sy ow A ara 35100 Aep 1 © Jeadal Aew nok m J0}20p N0K 335 U0 JipUOD
(papaau }) sasunog Aeq y1 pa eaday Snouas e Jo Subis aq Aew asalL S 001s Yo q J0 P00 q Jo Poojq
10 1 U Mot o 00 soum o ssm | 15U RGN 7] Gl e e o3 o an ot 6 ou 00
1000p. AVIMM] pawaw 'Ss3jun sAep 1. uey} 210w Joj asn jou op W ‘@jozeidawo 0} 2 613 (e 8Je Nok Ji asn Jou 0q afe ABsayy
e 10d8 | U1 ol vl 0 P sbunwey
5101 10 "
Sunwow s m‘mwmm;mumﬂﬁ s s ETITICTD
o o B 1 n ot 1 L 1 pn U i
04 2 U SO 0o 1 (o e 7 7 8000) U o o e
02 50 500 1 190 1 0y 16 .11 O o) m asn
siep vt 10
o 10 uado o e o ) 00 009 4 1 gt [ s
s i 200 iR 020 vk 85 o
lillllﬂl n;'"_}]: Plo pue obe jo ‘s‘m‘,ﬂwa asoding (191923 yoea uy) Jusipaibuy anyoy
yosmouog
inyeas fajes (penujuoo) spoey g sjoed bnug
| I
—
5
—
3 NDC 00000-000-00
2 ‘ A GK Three 14-day courses of treatment
’ TreatVl
' I-{ ea thorn Treats Frequent Heartburn!
A .d R d
Wildberry Mint Flavor
l r
a r

Reference ID: 3885681

Reference |

: 3876674

STANDARD FORMAT

TYPE SIZES:
TITLE: 10 pt Helvetica Neue 77 Bo d Condensed Oblique

(contnued) 8 pt Helvetica Neue 57 Condensed
HEADINGS: 8 pt Helvet ca Neue 77 Bold Condensed Oblique
'SUBHEADINGS: 6 pt Helvetica Neue 77 Bo d Condensed
TEXT: 6 pt Helvet ca Neue 57 Condensed
6: 6.7

TS: 5 pt Square with 2 W'S spacing between statements
‘TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
HEAVY L NES: 2 pt
HAIRL NES: 0.5 pt

PRINT OUT
at 65%
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Omeprazole Delayed
Release Tablets 20mg

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

after eating

Triple PacK rurce 14-ay courses of treatment

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Tips for Managing Heartburn
m Do not lie flat or bend over

m Avoid heartburn-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

Treats Frequent Heartourn!
Occurring 2 Or More Days a Week

Coated with

Wildberry Mint Flavor

SWALLOW - DO NOT CHEW

42 Tablets

Three 14-day courses of treatment

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

Dexcel PharmaTechnologies Ltd. Made in Israel
, Yokneam, 20692, Israel
CODE AREA

Manufactured by:
10 Hakidma Street,

1 40155 FA (BP2-G

NDC 00000-000-00

000000000

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

TEXT: 6 pt Helvetica Neue 57 Condensed

LEADING: 6.5 and 6.7 pt

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

Reference @fe%ﬁ%%g%msm 312-15




Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

Final Printed Labeling
NDA 22-032

42 Tablets (Club Size)
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Reference ID: 3885681

Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tahlets Peel 0ff Coupon

FRONT PANEL

I stant Redeemable Coupon - Expires XX-XX-XX

SAVE SX NOwW!

Nn This Purchase

NDC 00000-000-00
Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole Delayed
Releasellablets: 20my

Acid Reducer

reat VYA
SWALLOW - DO NOT CHEW ipsaituyy

&

14 Tablets

One 14-day course of treatment

Coated with
Wildberry Mint Flavor

S 40174 FA CP2

BACK PANEL

VE SX NOW!

i on your next purchase of | 0me"rala’e

| SAVE xxx 14 COUNT SIZE |

1 “Store Brand” Omeprazole |

: Delayed Release Tablets 20 mg : ne’ayed "e’ease
| CONSUMER: Only one coupon is redeemable  COUPON NOT SUBJECT 1

| per purchase. RETAILER: This coupon will 1
| be redeemable for face value on specified T0 DOUBLING |
Customer pays any sales tax.

-

| products (plus a handling |
fee) if submitted in |

| compliance with the terms |

| of this offer. Cash value |
1/100th of one cent. Limit |

| One coupon per customer. \
Do Not Double. Coupon is |

| non-reproducible. Coupons \
cannot be combined. Mail
properly handled coupons :
to: NCH, PO Box 880036, EI

l\ pasol TX 88588-0036 0 O O 0 0 O 0 0 0 O O 0/'

3-12-15
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Reference ID: 3885681

Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
28 Tablets Peel 0ff Coupon

FRONT PANEL

Instant Redeemable Coupon - Expires XX-XX-XX

SAVE sX NOW!

Nn This Purchase

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole!Delayed
Releasellabletst20mg

Acid Reducer

reatVIyARS
Elearthbulin:
com

Q SWALLOW - DO NOT CHEW
Coated with 28 Tablets

Wildberry Mint Flavor

\ : 40130 FA CP2
9

Two 14-day courses of treatment

BACK PANEL
z N

VE sSX NOW!

MANUFACTURER’S COUPON  EXPIRATION DATE XX/XX/XXXX
' Seerst OITIGPIAZONE
i SAVE SXXX 28 COUNT SIZE | iZ
[ “Store Brand” Omeprazole 1
| i Delayed Release
1 CONSUMER: Only one coupon is redeemable  COUPON NOT SUBJECT 1

I per purchase. RETAILER: This coupon will TO DOUBLING !

I be redeemable for face value on specified Customer pays any sales tax, a e's my
I products (plus a handling )

| fee) if submitted i

n
1 compliance with the terms
| of this offer. Cash value
| 1/100th of one cent. Limit
| one coupon per customer.
1 Do Not Double. Coupon is
| non-reproducible. Coupons
| cannot be combined. Mail
| properly handled coupons
\ to:NcH, PoBox 880036, El o ' 00000"00000"" o

\ Paso, TX 88588-0036

1
1
1
1
1
1
1
1
1
1
|
4
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Reference ID: 3885681

Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
28 Tablets (Bottle Carton) Peel Off Coupon

FRONT PANEL

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

=
j=)
o
(=}
(=3
(=}
=
o
(=}
2
(=3
o

“ 7 TreatVt
\ 8¢ Healtb|¥rn

Omeprazole. Delayed
Release.Tablets
‘

SWALLOW - DO NOT CHEW

conted with 28 Tablets

Wildberry Mint Flavor Two 14-day courses of treatment
\_ 40106 FA CP2 2BOTTLES INSIDE )

BACK PANEL
s N

SAVE sX NOW!

L

MANUFACTURER 'S COUPON  EXPIRATION DATE XX/XX/XXXX um nm ’

'SAVE SX"" T e
s Delayed

| “Store Brand” Omeprazole | e aye

| Delayed Release Tablets 20 mg I

| CONSUMER: Only one coupon is redeemable COUPON NOT SUBJECT " ’
| per purchase. RETAILER: This coupon will 0 DOUB 8 ease

be redeemed for face value on specified T LING |

1 praducts(plusahand ing fee) if submitted Customer pays any sales tax. |
I in" compliance with the
| terms of this offer. Cash
| value 1/100th of one cent.
| Limit one coupon per 20 my
I combined. Mail properly
I handled coupons to: 28 00
| NCH, PO Box 880036, "n
\E Eipaso,Txsesgs-003 0+ 00000"00000"" o

7z

customer. Do Not Double.

Coupon is non-reproducible.
| Coupons  cannot  be
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Reference ID: 3885681

Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets Peel 0ff Coupon

FRONT PANEL

Instant Redeemable Coupon - Expires XX-XX-XX

SAVE X NOW!

Nn This Purchase

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole!Delayed
Releaseilabletsy20my

Acid Reducer S
e
‘ SWALLOW - DO NOT CHEW ~ {igd <o

Coated with 42 Tab|etS
Wildberry Mint Flavor

\ : 40155 FA Cp2
9

Three 14-day courses of treatment

BACK PANEL
G 3y

VE SX NOW!

MANUFACTURER’S COUPON  EXPIRATION DATE XX/XX/XXXX
' Sewes OIIGIazole
| SA"E sxxx 42 COUNT SIZE | z
1 “Store Brand” Omeprazole |
: i [elayed Release
| CONSUMER: Only one coupon is redeemable ~ COUPON NOT SUBJECT 1

| per purchase. RETAILER: This coupon will I
| be redeemable for face value on spec fied T0 DOUBLING 1
| products (plus a handling Customer pays any sales tax.

| fee) if submitted in

| compliance with the terms

| of this offer. Cash value

| 1/100th of one cent. Limit

| One coupon per customer.

o ""'0000

| Do Not Double. Coupon is
| non-reproducible. Coupons
| cannot be combined. Mail
properly handled coupons
to: NCH, PO Box 880036, EI
!~ Pasn, TX 88588-0036
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Final Printed Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets (Bottle Carton) Peel Off Coupon

NDC 0000-000-00 Treats Frequent Heartburn!
Occurrlng 2 Or More Days a Week

N . Heartburn




