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TITLE: 8 pt Helvetica Neue 77 Bold Condensed Oblique
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Omeprazole

tielayed release tahiets 20 mg

One 14-

Treats Frequent Heartburn!

or More Days a Week

acid reducer

14 TABLETS
day course of treatment

I

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

Reference ID: 4179522
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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

mIf overweight, lose weight

m Quit smoking
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Omeprazole Delayed Safety Feature - Do not
use if printed tablet

Release Tablets 20my bisterunits open ortom,

Treats Frequent Heartburn! Compare tO Pfi/OSGC OTC@*
Occurring 2 Or More Days a Week
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14 Tablets

One 14-day course of treatment
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Safety Feature - Do not use if printed
seal under cap is broken or missing.
I 1 1 —J
Drug Facts (continued) Drug Facts (continued) ompare to Prilosec 0TC® Drug Facts
Ask a doctor or pharmacist before use if you are taking: ' children under 18 years of age: ask a doctor.
mwartain, clopidogrel r clostazol (oood-inning medicines) Hearbum i hidienmay sometimes be Actv Ingredent Purpose
mprescripion antifungal o anti-yeast medicines caused by a serious conditon, (in )
wdiazepam (anxiety medicine) - mdigoxin (heart medicine) DC 0000-000-00 Omeprazole 20 M......................... Acid reducer
wmtacrolimus or mycophenclate mofetil (immune system medicines) Other information Use
p n for HIV infection) m read the directions and wamnings before use D ’ E c UT
wmethotrexats (arthritis medicine) s keepthecarton, cotains importantinfomaton 'L’:;Safm:;“ heartburn (occurs 2 or more
Stop use and ask a doctor it m your heartbum continues or worsens . ﬁ{;::emzs © (88-77°F) and proect from W’ N D o w m not intended for immediate relief of heartbum;
myou need to take this product for more than 14 days thisdrug may take 1 to 4 days for full effect
myou need to take more than 1 course of treatment every 4 months Inactive ingredients camauta wax, ferric
myou getdiarrhea 'myou develop a rash or joint pain oxide red, ferric axide yellow, hypromellose, zammhsn R I
T pregnant or breast-Teeding, ask a healt professional before Use. Iypeomeloes dostb Shchel. ckee ergy #1eri Do ot use fycu are alergle
Keep out of reach of children. In case of overdase, get medical help or e o At sodim el
contact a Poison Control Center right away (1-800-222-1222). ol sodium kaury sulfte, sodhum starc Treats Frequent Heartburn! Donotuseif you have:
glycolate, sodium stearate, sodium stearyl Occurring 2 Or Days a Week w trouble or pain swallowing food, vomiting with
Directions fumarate, talc, titanium dioxide, triethyl citrate blood, or bloody o black stools
mforadutts 18 years of age and older v m heartburn with lightheadedness, sweating
mthis product s to be used once a day (every 24 hours), every day for Questions or commens?1-800-719-0260 ordiziness

Delayed

14 days Tips for Managing Heartburn m chest pain or shoulder pain with shortness of
mitmay take 1 to 4 days for full effect; some people get complete relief mDonot lie flat or bend over after eating breath; sweating; paiq spreading toarms,
of symptoms within 24 hours m Donot wear tight-fitting clothing around the stomach . . . ) neck or shoulders; or lightheadedness
14-Day Course of Treatment m Donot eat before bedtime He I@ e Fa b ,e_ts Z@ mfrequent chestpain
maswallow 1 tablet with a glass of water before eating in the morning m Raise the head of your bed : These may be signs of a serious condtion.
wtake every day for 14 days .z%dgmémmdf:?m?ﬁ g%ﬁ?llgﬁ A Cld R (7 d ucer S your docky.
lgongtmkeamm%m u:t:iiaday] drected oo eemlnfmltsand\;ethles' " Ask a doctor before use if you have:
m do not use for more than s unless y your doctor 'm Eat slowly and avoid big meals m had heartburn over 3 months. This may be a
m swallow whole. Do not chew or crush tablets. mIf overweight, lose weight - m Quit smoking 1 4 Ta b I et S sign of a more serious condition.
Repeated 14-Day Courses (if needed) Made in Israel :Lr:q llslr;} r::lde:ﬂn?l‘f ;sgculany with heartbumn
ot ke for morethn 14 das or mare ofe than very Wanackredby: = nsentrvomitng
Dexcel Pharma Technologies Lid
4months unless directed by a doctor > | | 70Hakiama Street soknoam 206200, 1536 One 14-day course of treatment | | mstomach pain >

i

1 BOTTLE INSIDE

*This product is not
manufactured or
distributed by
Procter & Gamble,
distributor of
Prilosec 0TC®.
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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 Avoid heartbum-causing foods such as rich, spicy, fatty or fried foods,
chocolate, caffeine, alcohol and certain fruits and vegetables

N\

m Do not eat before bedtime m Eat slowly and avoid big meals
3 m Raise the head of your bed m If overweight, lose weight — m Quit smoking
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Omeprazole Delayed
Release Tablets 20mg

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

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

Compare to Prilosec OTC®*

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 C
LEADING: 6.3 and 6.5 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

BULLETS: 5 pt Square with 2 M'S spacing between statements
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
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This label may not be the latest approved by FDA.

Proposed Draft Labeling

NDA 22-032

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

Omeprazole Delayed Release Tablets, 20 mg

14 Tablets (Bottle Carton)

N ) R [t

Drug Facts (continued)

Ask a doctor or pharmacist before use if you are taking:
mwarfarin, clopidogrel or cilostazol (blood-thinning medicines)

m prescription antifungal or anti-yeast medicines

mdiazepam (anxiety medicine) - m digaxin (heart medicing)

m tacrolimus or mycophenolate mofetil fmmune system medicines)
mprescription antiretrovirals (medicines for HV infection)
mmethotrexate (arthritis medicine)

Drug Facts (continued)

m children under 18 years of age: ask a doctor.
Heartburn in children may sometimes be
caused by a sericus condition.

Stop use and ask a doctor if: m your heartburn continues or worsens
myou need to take this product for more than 14 days

myou need to take more than 1 course of treatment every 4 months
myou get diarrhea m you develop a rash or joint pain

Other information

m read the directions and wamings before use

m keep the carton, It containsimportant information.

w store at 20-25°C (68-77°F and protect from
moisture

Inactive ingredients camauba wax, ferric

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdose, get medical helpor
contact a Poison Control Center right away (1-800-222-1222).

|

Reference ID: 4179522

Directions
m for adults 18 years of age and older
m this productis to be used once a day (every 24 hours), every day for
14 days
mit may take 1to4 days for full effect; some people get complete relief
of symptoms within 24 hours
14-Day Course of Treatment
mswallow 1tablet with a glass of water before eating in the moming
mtake every day for 14 days
mdo not take more than 1 tablet a day
mdo not use for more than 14 days unless directed by your doctor
mswallow whole. Do not chew or crush tablets.
Repeated 14-Day Courses (if needed)
myou may repeat a 14-day course every 4 months
mdonot take for more than 14 days or more often than every
4 months unless directed by a doctor

oxide red, ferric oxide yellow, hypromellose,
acetate lactose
monohydra:e monoethanolamine, propylene
glycol, sodium lauryl suffate, sodium starch
glyoolate, sodium stearate, sodium stearyl
fumarate, talc, titanium dicxide, triethyl citrate

Questions or comments?1-800-719-9260

Tips for Managing Heartburn

m Do notlie flat or bend over after eating

m Do notwear tight-fitting clothing around the stomach

m Do not eat before bedtime

m Raise the head of your bed

mAvoid heartbumn-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

mIfoverweight, lose weight - m Quit smoking

Made in Israel

Manufactured by:

Dexcel Pharma Technologies Lid

10 Hakidma Street, Yokneam 2069200, Israel

Safety Feature - Do not use if printed
seal under cap is broken or missing.

FDA
Approved

DIE CUT
WINDOW

Treats Frequent Heartburn!
Occurring 2 Or Days a Week

14 Tablets

One 14-day course of treatment
1 BOTTLE INSIDE

4 |

Drug Facts

Active ingredient Purpose
(in each tablet)

Omeprazole 20 MQ......................... Acid reducer

Use

m treats frequent heartbum (occurs 2 or more
days aweek)

m notintended for immediate relief of heartbum;
this drug may take 1 to 4 days for full effect

Warnings

Allergy alert: Donotuse if you are allergic to

omeprazole

Do not use if you have:

mtrouble or pain swallowing food, vomiting with
blood, or bloody or black stools

m heartbunwith lightheadedness, sweating
or dizziness

m chest pain or shoulder pain with shortness of
breath; sweating; pain spreading toarms,
neck or shoulders; or lightheadedness

m frequent chest pain

Thes2 may be signs of a serious condition.

See your doctor.

Ask a doctor before use if you have:

m had heartbur over 3 months. This may bea
sign of amore sericus condition.

m frequent wheezing, particularly with heartbum

m unexplained weight loss

W nausea or vomiting

m stomach pain | 4

*This product is not
manufactured or
distributed by
Procter & Gamble,
Pt 1
losec OTC®.
0 ""00000"00000™ o
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TEXT: 6 pt Hel Neue 57 d

LEADING: 6.5 pt

BULLETS: 5 pt Square with 2 M'S spacing between statements
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Omeprazole Delayed
| Release Tablets 20mg
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00

0 0 after eating

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Safety Feature -
Donotuse if
printed tablet

blister unit is
open or tom.

Tips for Managing Heartbum
m Do not lie fiat 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

Compare to Prilosec 0TC®*

NDC 00000-000-00

- ”
ReleaseMablets®20my,

@®

28 Tablets

Two 14-day courses of treatment

Reference ID: 4179522
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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 22-032

Omeprazole Delayed Release Tablets, 20 mg

28 Tablets (Bottle Carton)
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 heartbum-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

J L
| J
] Drug Facts (continued) Drug Facts (continued)
Ask a doctor or pharmacist before use if you 14-Day Course of Treatment
are lnldnp: m swallow 1 tablet with a glass of water before
[ ] warfgm, clopidogrel or cilostazol (blood-thinning eating in the moming
medicines) m take every day for 14 days
m prescription antifungal or anti-yeast medicines m do not take more than 1 tableta day
m diazepam (anxety medicine) m do not use for more than 14 days unless directed
m digoxin (heart medicine) by your doctor
m tacrolimus or mycophenolate mofetil (immune m swallow whole. Do not chew or crush tablets.
gysiam medicines) Repeated 14-Day Courses (f needed)
.ﬁmm' I for myou may repeat a 14-day course every 4 months
qugg) s medic mdo not take for more than 14 days or more
= e (arthritis medicine) often than every 4 months unless directed by
Stop use and ask a doctor if: a doctor

myour heartbum continues or worsens

myou need to take this product for more than 14 days

myou need to take more than 1 course of treatment
every 4 months

myou get diarhea myou develop a rash or joint pain

m children under 18 years of age: ask a doctor.
Heartburn in children may sometimes be caused
by a serious condition.

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

Other information

m read the directions and warnings before use

m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture

Treats Frequent Heartburn!

i *
Octuning 2 0 More Dare 2 Woek Compare to Prilosec 0TC®

Safety Feature - Do not use if printed
seal under cap is broken or missing.

NDC 0000-000-00

Drug Facts

Delayed,

Releasejlahlets

Active ingredient Purpose
(in each tablet)
Ome) 20Mg................. A reducer
Use
m treats frequent heartbum

(occurs 2 or more days a week)

m not intended for immediate relief of
heartbum; this drug may take 1 to 4 days
for full effect

Warnings

Allergy alert: Do not use if you are allergic

to omeprazole

Do not use if you have:

m trouble or pain swallowing food, vomiting
with blood, or bloody or black stools

m heartbum with lightheadedness,
sweating or dizziness

m chest pain or shoulder pain with shortness

of breath; sweating; pain spreading to arms,

neck or shoulders; or lightheadedness

Control Center right away (1-800-222-1222) Inactive ingredients ; m frequent chest pain
i d [ ) iba wax, feric xide red, ferric oxide yellow, Acid Reducer These may be signs of a serious condition.
Directions lose, hypromellose acetate succinate, See your doctor.
m for adults 18 years of age and older lactose monohydrate, monoethanolamine, propylene Ask a doctor before use if you have:
m this product is to be used once a day glycol, sodium lauryl sulfate, sodium starch glycolate, Made in Israel m had heartburn over 3 months. This may be
(every 24 hours), every day for 14 days sodium stearate, sodium stearyl fumarate, talc, Manufactured by: 28 Tab | ets asign of a more serious condition.
mit may take 1 to 4 days for full effect; some titanium dioxide, triethyl citrate by: X m frequent wheszing, particularly with heartburn
people get complete relief of symptoms within - Dexce| PharmaTechnologies Ltd m unexplained weight loss
\ 24 hours » | Questions or comments?1-800-719-9260 10 Hakidma Street, Yokneam 2069200, Israel Two 14-day courseg gﬁ%ﬁ%ﬂ m nausea or vomiting  m stomach pain P>
2
- \
3 \ [
*This productis not
manufactured or
distributed by
Procter & Gamble,
sec OTC®.
o *#00000"00000*"" o
CODE AREA
> lot number and
expiration date
915D6 FA C10
A r 1 - -
000000000 | 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 Cond d
HEADINGS: 8 pt Helvetica Neue 77 Bold Condensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed
TEXT: 6 pt Neue 57 d
LEADING: 6.5 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 _OG_
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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

Omeprazole Delayed Release Tablets, 20 mg
28 Tablets
— | 1 | -
d L
9010 B SOl J0 J0INGUSIP ‘BQWIED P1201d Kq PEINGLESIP 10 PRINEBINUEW PU St JonpIdsiyL,
0926-61L-008-} / SJUBLLILLIOD JO SUOIIS3N]
SJBII0 (AY1B1}  8pIX0Ip W njuE) | .
‘a16} '8 1B WLNY. K18 B]S WNIPOS ' af8.Je 8)s W|pos ‘B 18j0aK 6 yoseys unpos ‘ayeyns e wnpos ‘AP sughdaid ‘suiwe jpueysovow Location for
‘ajIpfy cuow 880106 ‘BJEU NS &fE}ede S0 || Al aldAy ‘asolwo.IAY Mok BPND 1B} Pal BPIXO LS| XEM BQNEUIED lot number and
Sjuaipaibiul aArjoeu| expiration date
(panuiuoa) spoe4 bnig
- R 1.
A aIsjow woyy oajx pue (4//-89 %62-02 Baos m | (Buppay SpE) B)EXa.0 YA M
OB JOJU| JUB}O AU | SUBIU0D }) UONEBI By)daeey m (uopaayul NH 0 Jsaujapaw) s pague uopduosaid m
asn alojgqsfupsem pue suoposipay)peal m | (saujoipaw wajsAs aunway |) N8y w 8} e cusydodAw Jo SML || l0E) M
uoyeuLojul 13y}0 (Buppa 1Bay) upofipm
(aurpaw Ay aixue) wed Zepm
“UDJYPUCO SOUBS B ] PasTIB) 8q Sal aWos ABW UaIPIY fpew jseak-JuE 10 BEuNgUE uopduosaid m
Uj WNGYB 84 "0} 20p BYSe:e6B J0 819k g1 Jopun uaipyo m (sauapaw Bujuug -poorq) pzeysa o 0 [pJbopdo o ‘U e EM B
1030p & Aq papalp ssajun sypow ¢ K1ana Bupie} 98 Nok J1asn a10§aq isoeuLeyd 1o JGRO0PE HSY
UBLY UAI BI0W D SAEPY| UBLY 2DWII0)3)E) JOUOP M uEd gaugsE
m Q uow ¢ ABe esinod fep-y| & Badal few nok m BUfyWOA 10 E3SMEU M
) s (popaau Ji sasino) feqv1 paeadey $50] 1 B pauedxeunm
— "SP B} YSMID J0 MAYD JOU O] "SJ0UM MO ||EWS B wngeay ypm frenoped ‘Buizsaym penbeyym
8 D 10300p 1n0AkKq paj Je1p ssaUNSABP 7| UBY} BJOL J0j aSNjoU Opm U0 Puod SNojBS Q
0 =} fepe PRE} | UBY) BI0W BXYE} J0U (D M 8J0Ww B  GISE 3QARY || 'SYUOW € Jar0 WNqYEy Py M iy
D B oep yuo;&mmmla e | :aney no A J1 asn 3109 IGO0 B HSY t
oW 8y} ; Ao05"
E{, g uGuEs & Jaq JajBm J0 SE(B B UYM IBNR] | MO|BMS B 10}20p 10K 88S *U0jYPUo IS0 es eﬁ;;?;:gﬁ:mu.l =
I~ Juaungall Joasing feg-y 1 ssaUpapeagLpyl Jo ‘SIspnoys 10 YBU suuE o) buipeaids upd
—_— D SIN0Y 2 Ulym swopwis jo plal Hujeams 1peax jossagioys yim ued pnoys Joued jssyom H
% (] ajalwion )8 adoad 8wos: a8y 8 |ny 10 SAE ¢ 0} H:lfl?lul L] ssaugzzip 10 Gugea ms 'ssaupape gy Ly 1M uNguEaY M H
shep y1 Joy §00is YEQ 5
& fepAras‘(sinoy vz fieas) fepe sauo pesn &qo) S| ynpod siuy ® | 1o fpoop Jo‘pooyg ym Bupwoa ‘poo) Bumoems uied Jo agnonm g § =
Q J8pp pue abe p seak g| synpe Joj m 378y nof J1asn Jouoq ﬂé’ u
8 § SuopIBq |ozZeick o} afugye s naof J)asn jou og :peje AB1agy o5
é Q '(zzzt-zz%(n&t) femB3ybu 32359 a4URY U0SDJ SR 10 sGujusepm £8
w) & ‘asopuan 040 883 U| U 9 )0 yoeas Joyno dao
djay papawy RBAOJ0 uruapya Py l};;l:mwzl o 10843 (N} 0} S/Ep $0} | gg
U0ISS3 eufial BU GnIpsKy ‘wnqyeay 0 Jaija) 8B Pawi W) o) papuay) joum =
L JuidiEa e %8 Bupagy-15eaiq b W 4 (eam e sABpaiow 10 Z 1224 wnqueay jusrbay sjeam o2 w
ujed Juid 1o ysel e dojaasp noA m  eayuBp B m asn P B
SUJLOW { AIBA3}UBLLYERI} 0 8SIN0D | UBY) Al0W &)E}0)paau nok m I3 3
slepyi uni o rpatsuobia s mt s [lsma e oo | £ 35 g
=
1 mwop € e pe oan dars | 2504nd (191qe} yoea uy) yuaipaibul aray 5 3 §= 8
(panunuod) syoeq brug sjoeq Gnig E s
=
——
S -
— 1
Safety Feature -
Omeprazole Delayed Donotusel -
R I T bl printed tablet
blister unit is
elease Tablets 20mg il
Tips for Managing Heartburn \J
m Do not lie flat or bend over m Avoid heartburn-causing foods such as rich,
after eating spicy, fatty or fried foods, chocolate, caffeine,
0 0 m Do not wear tight-fitting dlothing ~alcohol and certain fruits and vegetables

around the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking

FDA Appro ved Compare to Prilosec 0TC®*

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Releaselablets¥20my,

Q 28 Tablets

Two 14-day courses of treatment
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Omeprazole Delayed Release Tablets, 20 mg
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28 Tablets (Bottle Carton)
|

d L
Tips for Managing Heartbum
N m Do not lie flat or bend over m Avoid heartbum-causing foods such as rich,
after eating spicy, fatty or fried foods, chocolate, caffeine,
( ) m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking
=l/
Drug Facts (continued) Drug Facts (continued) Safety Feature - Do not use if printed
Ask a doctor or pharmacist before use if you 14-Day Course of Treatment seal under cap is broken or missing.
are taking: m swallow 1 tablet with a glass of water before
m warfarin, clopidogrel or cilostazol (blood-thinning eating in the morning
medicines) m take every day for 14 days
m prescription antifungal or anti-yeast medicines m do not take more than 1 tableta day
m diazepam (anxiety medicine) m do not use for more than 14 days unless directed
m digoxin (heart medicine) your doctor
[ ] gstrollmus gif myc;whenome mofetil (immune m swallow whole. Do not chew or crush tablets.
lem medicines)
Repeated 14-Day Courses (if needed)
u gm?gm" antiretrovirals (medicines for 'myou may repeata 14-day course every 4 months
m donot take for more than 14 days or more
= "“*"mm (arthritis medicine) often than every 4 months unless directed by
Stop use and ask a doctor if: a doctor
m your heartbum continues or worsens .
i you need totake this procuctformore than 14 days | ™ eafoum i ey ocscbioss b cacsed Treats Frequent Heartburn!
myou need to take more than 1 course of treatment by a serious condition Occurring 2 Or More Days a Week
every 4 months
myou getdiarhea myou develop arash or joint pain | Other information
If pregnant or breast-feeding, ask a heatth mread the directions and wamings before use
professional before use. m keep the carton. It contains important information.
Keep out of reach of children. In case of mstore at 20-25°C (68-77°F) and protect from moisture
overdose, get medical help or contact a Poison — ~ R I J T bl t ’
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Directions hypromehse hypromellose acetate succinate, Acid Reducer
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mit may take 1 to 4 days for full effect; some titanium dioxide, triethyl citrate Manutactured by: .
people get complete relief of symptoms within - Dexcel Pharma Technologies Lid
24 hours Questions or comments?1-800-719-9260 10Hakidma Street, Yokneam 2069200, Israel Two 14-day courses of treatment
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Drug Facts
Active ingredient
(in each tablet)

Omeprazole 20 mg....

Use
m treats frequent heartbum
(occurs 2 or more days a week)
w not interided Tor immediate relief of
heartburn; this drug may take 1 to 4 days
for full effect
D .

Warnings
Allergy alert: Do not use if you are allergic
to omeprazole
Do not use if you have:
m trouble or pain swallowing food, vomiting
with blood, or bloody or black stools
m heartburn with lightheadedness,
sweating or dizziness
m chest pain or shoulder pain with shortness
of breath; sweating; pain spreading to ams,
neck or shoulders; or lightheadedness
m frequent chest pain
These may be signs of a serious condition.
See your doctor.
Ask a doctor before use if you have:
m had heartbum over 3 months. This may be
asign of a more serious condition.
m frequent wheezing, particularly with heartbumn
m unexplained weight loss
W nausea orvomiting  m stomach pain P
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Omeprazole Delayed
Release Tablets 20mg
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after eating

m Do not wear tight-fitting dothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Safety Feature -
Donotuseif
printed tablet
blister unit is
openortorn.

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

Compare to Prilosec 0TC®*

Releasellablets¥20/my;

@®

28 Tablets

Two 14-day courses of treatment
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Omeprazole Delayed Release Tablets, 20 mg

28 Tablets (Bottle Carton)
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Drug Facts (continued) Drug Facts (continued)
Ask a doctor or pharmacist before use if you 14-Day Course of Treatment
are taking: mswallow 1 tablet with a glass of water before
m warfarin, clopidogrel or cilostazol (blood-thinning eating in the moming
medicines) m take every dayfor 14 days
m prescription antifungal o(ann-yemmeddnes mdo not take more than 1 tablet a day
m diazepam (anxiety medicine) mdo not use for more than 14 days unless directed
m digoxin (heart medicine) your doctor
m tacrolimus or mycophenolate mofetil (immune m swallow whole. Do not chew or crush tablets.
system medicines) Repeated 14-Day Courses (f needed)
u for myou may repeat a 14-day course every 4 months
HIV infection) mdo not take for more than 14 days or more
m methotrexate (arthritis medicine) often than every 4 months unless directed by
Stop use and ask a doctor if: adoctor
m your heartbum continues or worsens m children under 18 years of age: ask a doctor.

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

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).

Heartbum in children may sometimes be caused
by a serious condition.

Safety Feature - Do not use if printed
seal under cap is broken or missing.

Other information

m read the directions and wamings before use

m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture

Inactive ingredients
lba wax, ferric oxide red, ferric oxide yellow,

Directions

m for adults 18 years of age and older

m this product is to be used once a day
(every 24 hours), every day for 14 days

m it may take 1 to 4 days for full effect; some

hypromellose, hypromellose acetate succinate,
lactose monohydrate, monoethanolamine, propylene
glycol, sodium lauryl sulfate, sodium starch glycolate,
sodium stearate, sodium stearyl fumarate, talc,
titanium dioxide, triethyl citrate

people get complete relief of within
24 hours >

Questions or comments?1-800-719-9260

Jl

1
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Reference ID: 4179522

Made in Israel
Manufactured by:

Dexcel Pharma Technologies Ltd
10 Hakidma Street, Yokneam 2069200, Israel

@®

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Release

Tips for Managing Heartburn
m Do not lie fiat or bend over
after eating

m Avoid heartburn-causing foods such as rich,

spicy, fatty or fried foods, chocolate, caffeine,

m If overweight, lose weight
= Quit smoking

Compare to Prilosec 0TC®*

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

ihelayed
me

alcohol and certain fruits and vegetables
m Eat slowly and avoid big meals

28 Tablets

Two 14-day courses of treatment

2 BOTTLES INSIDE

Drug Facts

Active ingredient Purpose
(in each tablet)
Omeprazole 20 mg.....................Acid reducer
mtreats frequent heartburn

(occurs 2 or more days a week)
mnotintended for immediate relief of

heartbum; this drug may take 1 to 4 days
for full effect

Warnings

Allergy alert: Do not use if you are allergic
o omeprazole

Do not use if you have:

mtrouble or pain swallowing food, vomiting
with blood, or bloody or black stools

m heartbum with lightheadedness,
sweating or dizziness

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

These may be signs of a serious condition.
See your doctor.

Ask a doctor before use if you have:

m had heartbum over 3 months. This may be
4 sign of a more serious condition.
mfrequent wheezing, particularly with heartbum
m unexplained weight loss

mnausea or vomiting  m stomach pain P>

Acid Re ducer

0000"00000"% o

*This product is not
manufactured or
distributed by
Procter & Gamble,
distributor of
Prilosec OTC®.
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Omeprazole Delayed
Release Tablets 20mg

0 ‘ 0

after eating

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

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Bonus! 14 Free Compare to Prilosec 0TC®*

Safety Feature -
Do notuse if
printed tablet
blister unitis
openortorn.

m Avoid heartbum-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 Heartburn!
Occurring 2 Or More Days a Week ‘

hielease

Tablets®20/ng;

28 14 Tablets

Two On€ 14-day courses of treatment
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Omeprazole Delayed Release Tablets, 20 mg

28 Tablets (Bottle Carton)
|
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1
( ) after eating
Drug Facts (continued) Drug Facts (continued) Safety Feature - Do not use f printed |
Ask adoctuuptnmlscm before use if you 14-Day Course of Treatment seal under cap is broken or missing.
are taki m swallow 1 tablet with a glass of water before

[ ] warfa‘in clopidogrel or cilostazol (blood-thinning eating inthe moming

medicines) m take every day for 14 days
m prescription antifungal or anti-yeast medicines m do not take more than 1 tablet a day
m diazepam (anxiety medicine) m do not use for more than 14 days unless directed
m digoxin (heart medicine) by your doctor
lts;cstrollms or myc«):phenolane mofetil (immune m swallow whole. Do not chew or crush tablets.

system medicines)

" - Repeated 14-Day Courses (if needed)
u a’;m‘m"mmm (medicines for myoumay repeat a 14-day course every 4 months
infection) mdo not take for more than 14 days or more

= methotrexate (arthitis medicine) often than every 4 months unless directed by
Stop use and ask a doctor if: adoctor
myour heartourn continues or worsens m children under 18 years of age: ask a doctor.
myou need to take this product for more than 14 days Hamwmhmhy:nmay;xm}wﬂmbewused
myou need to take more than 1 course of treatment bya serious condition.

every 4 months
myou getdiarrhea  m you develop a rash o joint pain | Other information
If pregnant or breast-feeding, ask a health m read the directions and warnings before use
professional before use. m keep the carton. it contains important information.
Keep out of reach of children. In case of m store at 20-25°C (68-77°F) and protect from moisture
overdose, get medical help or contact a Poison S— -
Control Center right away (1-800-222-1222). Inactive ingredients

wax, ferric oxide red, ferric oxide yellow,

Directions hypromellose, hypromellose acetate succinate,
mfor adults 18 years of age and older lactose monohydrate, monoethanolamine, propylene
mthis product is to be used once a day gzv;d sgtdunt:aa“?a :Inlfge :;Id;lm sm{em tgcycuate Made in Israel

(every 24 hours), every day for 14 days um stearate, sodium stearyl fumaral
m it may take 1 t0 4 days for fll efect; Some titanium dioxide, triethyl citrate Manufactured by !

people get complete relief of symptoms within - Dexcel PharmaTechnologies Lid

24 hours » | Questions or comments?1-800-719-9260 | | 10Hakidma Street, Yokneam 2069200, Israel
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Reference ID: 4179522

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

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Tablets 2@.

m Avoid heartbum-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

Drug Facts
Active ingredient
(in each tablet)
Omeprazole 20 mg....

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Use
m treats frequent heartbum

(occurs 2 or more days a week)
mnot intended for immediate relief of
heartbum; this drug may take 1 to 4 days
for full effect

Warnings

Allergy alert: Do not use if you are allergic

to

Do notuse if you have:

m trouble or pain swallowing food, vomiting
with blood, or bloody or black stools

m heartbum with Eghtheadedness,
sweating or dizziness

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

m frequent chest pain

These may be signs of a serious condition.

See your doctor.

28 14 Tablets

Two On€ 14-day courses of treatment

Ask a doctor before use if you have:

m had heartburn over 3 months. This may be
asign of a more serious condition.

m frequent wheezing, particularly with heartbum

m unexplained weight loss

m nauseaor vomiting  m stomach pain P>

“This product s not
manufactured or
distributed by
Procter & Gamble,
distributor of
Prilasec 0TC®.
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Omeprazole Delayed
Release Tablets 20mg

after eating

m Do not wear tight-fitting dlothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Bonus Pack! 14 Free

Safety Feature -
Donotuseif
printed tablet
blister unitis
openortorn.

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

m Avoid heartbum-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

Compare to Prilosec 0TC®*

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week
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Two On€ 14-day courses of treatment
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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 22-032

Omeprazole Delayed Release Tablets, 20 mg

28 Tablets (Bottle Carton)
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Drug Facts (continued) Drug Facts (continued) Safety Feature - Do not use if printed
Ask a doctor or pharmacist before use if you 14-Day Course of Treatment seal under cap is broken or missing.
are taking: mswallow 1 tablet with a glass of water before
m warfarin, clopidogrel or cilostazol (blood-thinning eating in the moming
medicines) mtake every day for 14 days
m prescription antifungal or anti-yeast medicines mdo not take more than 1 tablet a day
m diazepam (anxiety medicine) mdo not use for more than 14 days unless directed
m digoxin (heart medicine) your doctor
] tavitglm"u:d o:'c :nyc;)pl';ewme mofetil (immune m swallow whole. Do not chew or crush tablets.
system medicines Repeated 14-Day Courses (if needed)
m prescription antiretrovirals (medicines for myou may repeat a 14-day course every 4 months
HIV infection) mdo not take for more than 14 days or more
m methotrexate (arthritis medicine) often tha y 4 months unless directed by
Stop use and ask a doctor if: adoctor
' your heartburn continues or worsens m children under 18 years of age: ask a doctor.
m youneed to take this product for more than 14 days I~ earthum in mimmwsgnSmeecausea
m you need to take more than 1 course of treatment by a serious condition.
every 4 months
myougetdiarhea  myou develop arashor jointpain | Other information
If pregnant or breast-feeding, ask a health m read the directions and wamings before use
professional before use. m keep the carton. It contains importantinformation.
Keep out of reach of children. In case of m store at 20-25°C (68-77°F) and protect from moisture
overdose, get medical help or contact a Poison S— n
Control Center right away (1-800-222-1222). Inactive ingredients
lba wax, ferric oxide red, ferric oxide yellow,
Directions hypromellose, hypromellose acetate succinate,
m for adutts 18 years of age and older lactose monohydrate, monoethanolamine, propylene
m this product is to be used once a day glycol, sodium lauryl sulfate, sodium starch glycolate, Made in Israel
(every 24 hours), every day for 14 days sodium stearate, sodium stearyl fumarate, talc, Manufactured b
it may take 1 to 4 days for ful effect; some titanium dioxide, triethyl citrate an ¥ )
people get complete relief of symptoms within - Dexcel Pharma Technologies Ltd
24 hours » | Questions or comments?1-800-719-9260 10 Hakidma Street, Yokneam 2069200, Israel

||
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Tips for Managing Heartburn
m Do not lie fiat 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

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazolelbelayed,
Tabletsy20ing;

28 14 Tablets

Two Or€ 14-day courses of treatment

Drug Facts

Active ingredient Purpose
(in each tablet)
Omeprazole 20 mg.....................Acid reducer
Use
m freats frequent heartburn

(occurs 2 or more days a week)
m notintended for immediate relief of

heartbum; this drug may take 1 to 4 days
for full effect

Warnings

Alergy alert: Do not use if you are allergic

to omeprazole

Do not use if you have:

m frouble or pain swallowing food, vomiting
with blood, or bloody or black stools

m heartbum with lightheadedness,
sweating or dizziness

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

m frequent chest pain

These may be signs of a serious condition.

See your doctor.

Ask a doctor before use if you have:

m had heartbum over 3 months. This may be
4 sign of a more serious condition.

mfrequent wheezing, particularly with heartbum

m unexplained weight loss

mnausea or vomiting  m stomach pain P>

*This product is not
manufactured or
distributed by
Procter & Gamble,
distributor of
Prilosec 0TC®.
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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 22-032
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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 22-032

Omeprazole Delayed Release Tablets, 20 mg
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—— [Drug Facts

Drug Facts (continued)

Active ingredient (in each tablet) Purpose
Omeprazole 20 mg. Acid reducer

Use wmitreats frequent heartbum (occurs 2 or more days a week)
m not intended for immediate relief of heartburn; this drug may take
1 to 4 days for full effect

Stop use and ask a doctor if: m your heartbum continues or worsens

m you need to take this product for more than 14 days
m you need to take more than 1 course of treatment every 4 months
m you get diarhea m you develop a rash or joint pain

i Treats Frequent Heartburn! ompare
Drug Facts (continued) Occurring 2 Or More Days a Week
Inactive ingredients

carnauba wax, ferric oxide red, ferric oxide DC 0000-000-00
yellow, hypromellose, hypromellose acetate
lactose

Warnings

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

Do not use if you have:

m trouble or pain swallowing food, vomiting with blood, or bloody or
black stools

m heartburn with ightheadedness, sweating or dizziness

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

- m frequent chest pain

These may be signs of a serious condition. See your doctor.

Ask a doctor before use if you have:

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

m frequent wheezing, particularly with heartburn

m unexplained weight loss

m nausea or vomiting  m stomach pain

Ask a doctor or pharmacist before use if you are taking:

m warfarin, clopidogrel or cilostazol (blood-thinning medicines)

m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

m tacrolimus or mycophenolate mofetil (immune system medicines)

m prescription antiretrovirals (medicines for HIV infection)

m methotrexate (arthritis medicine) >

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).

Directions

triethyl citrate
m for adults 18 years of age and older =
m this product is to be used once a day (every 24 hours), every day for Questions or comments?
14 days 1-800-719-9260
m it may take 1 to 4 days for full effect; some people get relief
of symptoms within 24 hours
14-Day Course of Treatment Madein lsrael
m swallow 1 tablet with a glass of water before eating in the moming Manufactured by:
m take every day for 14 days Dexcel Phar echnologi
m do not take more than 1 tablet a day ma Technologies Ltd

m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew or crush tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor

m children under 18 years of age: ask a doctor. Heartburn in children

may sometimes be caused by a serious condition.

Other information
m read the directions and warnings before use
m keep the carton. ft contains important information.

m store at 20-25°C (68-77°F) and protect from moisture >

/

Reference ID: 4179522

10 Hakidma Street, Yokneam 2069200, Israel

Acid Reducer

*This productis not manufactured or distributed b Three 14-day courses of treatment

by Procter & Gamble, distributor of Prilosec OTC®.
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Treats Frequent Heartburn!
Occurring 2 Or More Days a Week
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STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique
TITLE (continued): 8 pt Helvetica Neue 77 Bold Condensed Oblique
Neue 57 C d

(continued) 8 pt Helveti

TEXT: 6 pt Helveti

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

LEADING: 6.5 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

BULLETS: 5 pt Square with 2 M'S spacing betv tat t
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 22-032

Omeprazole Delayed Release Tablets, 20 mg

m nausea or vomiting  m stomach pain

m prescription antifungal or anti-yeast medicines
m diazepam (anxiety medicine)
m digoxin (heart medicine)

Ask a doctor or pharmacist before use if you are taking:
m warfarin, clopidogrel or cilostazol (blood-thinning medicines)

antir
l methotrexate (arthritis medicine)

l tacrolimus or mycovhemlate mofeﬁl Ommune system medicines)
for HIV inf

m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartbum in children
may sometimes be caused by a serious condition.

Other information

m read the directions and warnings before use

m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture >

J'/

Reference ID: 4179522

000000000

*This product is not manufactured or distributed
by Procter & Gamble, distributor of Prilasec 0TC®.

Acid Reducer

900000000 42 Tablets (Bottle Carton)
. L 1
1
Tips for Managing Heartbum
m Do not lie flat or bend over m Avoid heartbum-causing foods such as rich,
5 after eating spicy, fatty or fried foods, chocolate, caffeine,
m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking
d
/ Drug Facts Drug Facts (continued) Drug Facts (continued) FDA Appro Ved Compare to Prilosec 0TC®*
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if: m your heartbum continues or worsens Inactive ingredients
Omeprazole 20 mg Acid reducer | ™ you need to take this product for more than 14 days carnauba wax, ferric oxide red, ferric oxide
m you need to take more than 1 course of treatment every 4 months yellow, hyprorr'leilose hypmméllnse acetate
Use  mtreats frequent heartburn (occurs 2 or more days a week) m you get diarrhea m you develop a rash or joint pain g lacloss . F3
= T;QM%M&TB%B rellef of heartburn; this drug may take If pregnant or breast-feeding, ask a health professional before use. monoethanolamine, propylene glycol, e
_— o i Keep out of reach of children. In case of overdose, get medical help or sodium lauryl sulfate, sodium starch g
Warnings contact a Poison Control Center right away (1-800-222-1222). glycolate, muun':lﬁm;&:dmmm stearyl §
— 3 m e,
Allergy aler.I: Do not use if you are allergic to omeprazole Directions triethyl itrate g
Do not use if you have: m for adults 18 years of age and older = 8
L trgg(ie or pain swallowing food, vomiting with blood, or bloody or m this product is to be used once a day (every 24 hours), every day for Questions or comments?
s 14 days 1-800-719-9260
m heartbum with lightheadedness, sweating or dizziness m it may take 1 to 4 days for full effect; some people get relief
m chest pain or shoulder pain with shortness of breath; sweating; of symptoms within 24 hours Treats Frequent Heartburn!
pain spreading to arms, neck or shoulders; or lightheadedness 14-Day Course of Treatment Made in Israel 0 ina 2 gqllm Wod(
m frequent chest pain mswallow 1 tablet with a glass of water before eating in the morning Manufactured by: courring 2 Or More Days a
These may be signs of a serious condition. See your doctor. m take every day for 14 days Dexcel PharmaTechnologies Lid
Ask a doctor before use if you have: m do not take more than 1 tablet a day 10 Hakidma Street. Yokneam 2068200, Israel S
m had heartburn over 3 months. This may be a sign of a more serious m do not use for more than 14 days unless directed by your doctor ' ' me raz@ e e a e
condition. m swallow whole. Do not chew or crush tablets.
m frequent wheezing, particularly with heartburn Repeated 14-Day C (if needed) -
m unexplained weight loss m you may repeat a 14-day course every 4 months !

42 Tablets

Three 14-day courses of treatment
3 BOTTLES INSIDE

Safety Feature -
Do not use If printed
seal under cap Is
broken or missing
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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 C

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

TEXT: 6 pt Neue 57 Cond: d

LEADING: 6.5 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

expiration date

7-10-17



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 22-032
Omeprazole Delayed Release Tablets, 20 mg
42 Tablets
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Treats Frequent Heartburn! DC 00000-000-00
Occurring 2 Or More Days a Week

Delayed,
Tablets¥20/y

Acid Reducer

42 Tablets

Three 14-day courses of treatment

Dexcel PharmaTechnologies Lid
10 Hakidma Street, Yokneam 2069200, ksrael

Made inIsrael
Manufactured by:
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Reference ID: 4179522

STANDARD FORMAT

TYPE SIZES:

LEADING: 6.5 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 W'S

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

7-10-17



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

Proposed Draft Labeling

m had heartbum over 3 months. This may be a sign of a more serious
condition.

m frequent wheezing, particularly with heartbum

m unexplained weight loss

mnausea or vomiting  m stomach pain

Ask a doctor or pharmacist before use if you are taking:

m warfarin, clopidogrel or cilostazol (blood-thinning medicines)

m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

m tacrolimus or mycophenolate mofetil immune system medicines)
m prescription antiretrovirals (medicines for HIV infection)

m methotrexate (arthritis medicine) >

m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew or crush tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor

m children under 18 years of age: ask a doctor. Heartburn in children

may sometimes be caused by a serious condition.

Other information

m read the directions and wamings before use

m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture >

/

Reference ID: 4179522

*This product is not manufactured or distributed
by Procter & Gamble, distributor of Prilosec OTC®.

<

DIE CUT
WINDOW

DIE CUT
WINDOW

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Omeprazole Delayed Release Tablets, 20 mg
42 Tablets (Bottle Carton)
A L 1
1
C S
d J
/ T = -
Drug Facts Drug Facts (continued) Drug Facts (continued)
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if:  m your heartburn continues or worsens Inactive ingredients
Omeprazole 20 mg Acid reducer || ® you need to take this product for more than 14 days camauba wax, ferric oxide red, ferric oxide 4
m you need to take more than 1 course of treatment every 4 months yellow, hypromellose, hypmme‘lose acetate
Usng 'ml heat:ofrrfqu"e:en;‘;?:nb';rfn (}o;:;r% 20r ulzl;r;ﬁys a \lt!::? m you get diarthea m you develop a rash or joint pain aip, lactosa mo ate
L ended for im el um; may If pregnant or breast-feeding, ask a heafth professional before use. monoethanolamine, propylene glycol,
|10 4 days for full effect Keep out of reach of children. I case of overdose, get medical help or sodium lauryl sulfate, sodium starch DIE CUT
Wamings contact a Poison Control Center right away (1-800-222-1222). glycolate, sodium stearate, sodium stearyl w’N D o w
Allergy alert: Do not use if you are allergic to omeprazole Directions &m&atg.‘::g, titanium dioxdde,
Do not use if you have: m for adults 18 years of age and older -
m trouble or pain swallowing food, vomiting with blood, or bloody or m this product is to be used once a day (every 24 hours), every day for Questions or comments?
blacksmols 14 days 1-800-719-9260
with or m it may take 1 to 4 days for full effect; some people get relief
l chest pain or shoulder pain with shortness of breath; sweating; of symptoms within 24 hours
pain spreading to arms, neck or shoulders; or lightheadedness 14-Day Course of Treatment Made in Israel
- m frequent chest pain m swallow 1 tablet with a glass of water before eating in the morning Manufactured

These may be signs of a serious condition. See your doctor. m take every day for 14 days DezeIH\:lf:maTedndodesUd
Ask a doctor before use if you have: m do not take more than 1 tablet a day 10 Hakidma Street, Yokneam 2069200, lsrael

Releas 'F blet 2@
42 Tablets

Safety Feature -
Do not use If printed
seal under cap Is
broken or missing

2

3 BOTTLES INSIDE
000070

Three 14-day courses of treatment
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TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Neue 57 d

LEADING: 6.5 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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Proposed Draft Labeling

NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg

42 Tablets
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Treats Frequent Heartburn!
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42 Tablets

Three 14-day courses of treatment

Dexcel Pharma Technologies Ltd

10 Hakidma Street, Yokneam 2069200, Israel

Madein Israel
Manufactured by:
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TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique
TITLE (continued): 8 pt Helvetica Neue 77 Bold Condensed Oblique
Ivetica Neue 57 C d

o

(continued) 8 pt Hi

TEXT: 6 pt Neue 57
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Omeprazole Delayed Release Tablets, 20 mg
42 Tablets (Bottle Carton)

IEP!

A L 1
1
£
d
— | [Drug Facts Drug Facts (continued) Drug Facts (continued)
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if: m your heartbum continues or worsens e i P
1] go mg. ( ) Md’gfm m you need to take this product for more than 14 days !m{:’! f,;x"%’:gﬁgbrsd ferric oxide

Use wmitreats frequent heartburn (occurs 2 or more days a week)
m not intended for immediate relief of heartburn; this drug may take
1 to 4 days for full effect

Warnings

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

Do not use if you have:

m trouble or pain swallowing food, vomiting with blood, or bloody or
black stools

m heartbum with lightheadedness, sweating or dizziness

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

- m frequent chest pain

These may be signs of a serious condition. See your doctor.

Ask a doctor before use if you have:

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

m frequent wheezing, particularly with heartburn

m unexplained weight loss

m nausea or vomiting  m stomach pain

Ask a doctor or pharmacist before use if you are taking:

m warfarin, clopidogrel or cilostazol (blood-thinning medicines)

m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

m tacrolimus or mycophenolate mofetil fmmune system medicines)
m prescription antiretrovirals (medicines for HIV infection)

m 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).

yellow, hypromellose, hypromellose acetate
succinate, lactose monohydrate,
monoethanolamine, propylene glycol,
sodium laury! sulfate, sodium starch
glycolate, sodium stearate, sodium stearyl

Directions
m for adults 18 years of age and olde!
m this product is to be used once a day (every 24 hours), every day for
14 days
m it may take 1 to 4 days for full effect; some people get complete relief
of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the morning
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew or crush tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartbum in children
may sometimes be caused by a serious condition.

m methotrexate (arthritis medicine) >

Other information

m read the directions and warnings before use

m keep the carton. it contains important information.

m store at 20-25°C (68-77°F) and protect from moisture >

, talc, titanium dioxide,
triethyl citrate

Questions or comments?
1-800-719-9260

Made in Israel
Manufactured by:

Dexcel Pharma Technologies Lid
10 Hakidma Street, Yokneam 2069200, Israel

*This product is not manufactured or distributed
by Procter & Gamble, distributor of Prilosec OTC®.
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:

Drug Facts

Drug Facts (continued)

fctive {'ngoredient (in each tablet)

Purpose
Acid reducer

1to 4 days for full effect

Use wmtreats frequent heartbum (occurs 2 or more days a week)
m not intended for immediate relief of heartburn; this drug may take

Stop use and ask a doctorif: m your heartburn continues or worsens
m you need to take this product for more than 14 days

m 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

Drug Facts (continued)

Inactive ingredients

carnauba wax, ferric oxide red, ferric oxide

yellow, hypromellose, hypromellose acetate
lactose

Warnings

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

If preg or breast-feeding, ask a health p 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).

Do not use if you have:
black stools

m trouble or pain swallowing food, vomiting with blood, or bloody or
m heartburn with lightheadedness, sweating or dizziness

Directions

monoethanolamine, propylene glycol,
sodium lauryl sulfate, sodium starch
glycolate, sodium stearate, sodium stearyl
fumarate, wc, titanium dioxide,

m chest pain or shoulder pain with
- m frequent chest pain

of breath;
pain spreading to arms, neck or shoulders; or lightheadedness

These may be signs of a serious condition. See your doctor.

Ask a doctor before use if you have:

condition.
m frequent wheezing, particularly with heartburn
m unexplained weight loss
m nausea or vomiting  m stomach pain

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

m prescription antifungal or anti-yeast medicines

Ask a doctor or pharmacist before use if you are taking:
m warfarin, clopidogrel or cilostazol (blood-thinning medicines)

triethyl citr.
m for adults 18 years of age and older iy
m this product is to be used once a day (every 24 hours), every day for Questions or comments?
14 days 1-800-719-9260
m it may take 1 to 4 days for full effect; some people get relief
of sy within 24 hours
14-Day Course of Treatment Made in Israel
m swallow 1 tablet with a glass of water before eating in the moming Manufactured by:
m take every day for 14 days Dexcel PharmaTechnologies Ltd

m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew or crush tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartburn in children
may sometimes be caused by a serious condition.

10 Hakidma Street, Yokneam 2069200, Israel

“This productis not manufactured or distributed
by Procter & Gamble, distributor of Prilosac 0TC®.

Q

DIE CUT
WINDOW = WINDOW

Bonus! 14 Free ompare to Prilosec 0

DIE CUT DIE CUT

WINDOW

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

_
F el ’
4228 Tablets

Three Two 14-day courses of treatment
3.2 BOTTLES INSIDE

Acid Reducer

Safety Feature -
Do not use If printed
seal under cap Is
broken or missing

m diazepam (anxiety medicine) - =
m digoxin (heart medicine) Other information
[ ] or mofetil (i system m read the directions and warnings before use
[ ] for HIV infection) m keep the carton. it contains important information.
-\ m methotrexate (arthritis medicine) » | m store at 20-25°C (68-77°F) and protect from moisture 13
5
1
000000000

Reference ID: 4179522

915D7 FA C5-E

i

LODE AREA

Location for

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 Neue 57 Cond d

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

HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt

> lot number and
expiration date

7-10-17



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 22-032
Omeprazole Delayed Release Tablets, 20 mg
42 Tablets

*&0L 098801 J0.QNQUISIP B|QUED 18P0 4 AQ PEINGUISIP IO PRINPEINURL Jous) Ppoid s L,

0926-6 1-008- £ SJUBLLILLIOD 10 SUOIISaNY
aeg0 |Ayis1g ‘Bppojp wnuey .
‘0fe} appewny |Aea)s Wnpos ‘sjerea)s Wnipos ‘& j0dfb yae s wnipos 'ajeyns |ANe| wnpos |00k b ausiAdoxd * auw BoUB YL QIow Location for
‘BleIpAyouay & 0j3e| B)EUONS 81E} 808 8 0B WA ‘3soBWwoldly ‘mojpABpX0 Ju8) Pal 8DKO J\U8) ‘XEM BONELED lot number and
sjuaipaibul aajoeuy expiration date
\ (penunuod) 5084 bnig /
1 — - . L
(— - —S
A amsiow way josjod pie(4.//-89) 0&2-0z Baxsm | o (BUIAPaW S JE) 8 EXBIOUIAW W
0| JB U0 Ju) B Pod Wy SUEYUD }|“UOLIED B} d sedf m {bopo8 Jul NIH 10} SaURIpa ) SE. dusaid
8sn al048q shujwem pueswopsp sy peal m | (ssuppau wasks sunww) |is)au 8 ejouaydodAw Josnwiyoe}m
uoneuuojul 18yj0 fBuiapaw yeay) upobipm
(aupipaw Apixue) uedazelpm
O IPUOD SNQLIBS B A PASNED 8q SaWBWOS ABw ualp|Ld saujipaw jseak-ue Jo elunyue wpdysadm
U wnqyesy 10}0p & Yse 20e  sieak g| BpuUNUAIP|LO W Gauppaw Gujwypoojq) |@EB012 10 AP A2 ‘UlBLEME
Dpop € Aq pey2euip ssajun syjuow p K6 A :BupyEy asenok Ji asnalogaq j99euLeyd D 1000PE ) sy
UE1 U@J010W 10 SAEP | UEL) 2I0W D) 3)e}jou opm uedyEwosm
m () spuow pAiane asinod fep-y| & Badal fewnokm AUYWOA J0 BEMBUM
D s (papaau y) sasino Aeq-p1 pageadey 50| ybiaw pauEikaunm
_— "S1E|qBI LSO 0 MBYD J0U 00 BjOYM MOBMS B yum fepoped B ym panbaym
g D J0ja0p 1n0AAQ pa1oelipssa N SAED ¢ | UBY) 810W J0j 8SN}0U Op M “U0Q 1PUOd SNOWBS q
71 =) Kep e )& qe) | UBy)8low e} Jou opm anwejouliseaq BWSK] SRUOW £BAO LINGUESY PEYE
@ 3 sfepy | 10} fep ABne 21 :aney nok J1 asn a10q J00PE ) Sy N
Buwowayy ) .
ot g Ul BURE 21030 B JEM 0 SSEIB B LY BIIEL | MO[EMS “opop ndk o ‘”““‘mm"ml‘ﬁﬁ?;g’:;‘]mlﬁ *
o E WBuneal] jo asine Aeg-yi ssaup @ Bay | 0 ‘SIEpNAYS 0 Yol 'SW.e 0} Bupsalds ued q
—_— SINQY 12 UM swojdufs p japl ‘Bupeams ‘yBa1q Jo Sseupoys L m ujed JBpNOLE Jo uied jsayom
('_b.. (] aprwoo 126 gdoad awos ey |y Joj SAEpY 0] | 8XE} few y m 1zz|p 10 Bup Bl yymunqUEsym _ N
(7 ) skep 1 1) S{0js YoEIq BE
— fep fians ‘(snoy tg Aiems) Aep & s0uo pasn ag ojs)janpoxd sk m | o fpoog Jo‘poaiq uam Bumwon ‘oo Bumogems uied Josgnosym - =
g Q) BP|0PUE 3Bk 1 Seak §| SYNPE ) m BAeyNo Ay asnjouog & §
5 E suojoaliq ajozexawo 0} fuge a8 nok yasn jou oq:pje Abiay i 3'§ =
S QU . (222+-222-008-H) AemejLbu Japap joio) uosiag wwdoon sbuiuem E 5 “
0 &l 16 ‘98018 0.0 8SED U] "UBIPJYD J0 LpEal Jo Jp dae
e [E9 P& 186 ‘8S0IEN 00 BSED U|"URIPIYD 0 P nglnmp)‘: — ‘ 1988 I} 0)SKED § 0} | BB} ,!%
PUOBSai0x] WEay ByS: ‘Buipe 3-3sealq 10 jueubaid J) W Brup SIU):UNGUEBY 10 495 EBIPBLLLU | 10) PAPUBJU UM 2z
URA700 1o (ST E dopAap ok B GayLEp POk m (yeam e sfep JTVWIT Z SIn22 0) LINqUEY mnbausw;g Egg aQ
SYJUOLL ¢ AJare JUaUN B} J08SIN0 D | UBL}B.I0WBXE} O} peau nok m E B E 3
shepy | uey) aiau Joj Jorpaid sy} 8xe} 0} mu‘m. Barpal pRy’ B 0z s|@rIdown = ‘§ 2 g
SUBSIOM JO SENURUOD WNG)BaY nok m s S
1 10320p € st pueosn dosg | 25004d (121qe} yoea uy) juaipaibul anjoy g 532 "
6 =07F 2
(panunuoo) spoe bnig sjoeq bnig T
N =/
Jmeprazoie Deiavea
»
o [vle v A6 l |
0 0
Do no or bend 0 Avoid b ising foods
Safety Feature - after eating p itty 0 ed foods ocolate, caffeine
Do notuse if Do not wear tight-fitting clothing ohol and ce and vegetables
prinied tablet around the stoma slowly and avoid big meals
blister unitis Do not eat before bedtime overweight, lose weig
\ open or torn. Raise the head of your bed Quit smoking /
o to P o €
— Bonus Pack! 14 Free ompare to Prilosec 0 —

Treats Frequent Heartburn! DC 00000-0
Occurring 2 Or More Days a Week -

Delayed
Releaselablets®20my,

O
(=
(=
O
(=
O
O
o
O

Q 42 28 Tablets

Three Two 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 H Neue 57 Cond d

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

TEXT: 6 pt Neue 57 Cond: d

LEADING: 6.5 pt

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

Reference ID: 4179522 HEAUY LINES: 1.5 pt 7-10-17

HAIRLINES: 0.5 pt




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 22-032
Omeprazole Delayed Release Tablets, 20 mg

42 Tablets (Bottle Carton)
I

Tips for Managing Heartbum
m Do not lie fiat 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 nausea or vomiting  m stomach pain

Ask a doctor or pharmacist before use if you are taking:

m warfarin, clopidogrel or cilostazol (blood-thinning medicines)
m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

[ ] or mofetil system medicil

m prescription antiretrovirals (medicines for HIV infection)

m methotrexate (arthritis medicine) >

m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartbum in children
may sometimes be caused by a serious condition.

Other information

m read the directions and warnings before use

m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture >

/
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Drug Facts Drug Facts (continued) Drug Facts (continued)
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if:  m your heartbum continues or worsens ive il i
Omep 20 ma. Acid reducer | ™ you need to take this product for more than 14 days !ﬁg,&vs:xngﬂ%ggeid ferric oxide
m you need to take more than 1 course of treatment every 4 months yellow, hyprorﬁeibse hypmméllose acetate
Use  wmitreats frequent heartburn (occurs 2 or more days a week) m you get diarrhea m you develop a rash or joint pain ats, lactose mo
o Téﬁﬁd&wﬂrmm elief of heartburn; this drug may take If pregnant or breast-feeding, ask a health professional before use. monoethanolamine, propylene glycol,
Keep out of reach of children. In case of overdose, get medical help or sodium lauryl sulfate, sodium starch

Warnings contact a Poison Control Center right away (1-800-222-1222). glycolate, sodium stearate, sodium stearyl
Allergy alert: Do not use if you are allergic to omeprazole Directions gm‘&g‘g titanium dioxide,
Do not use if you have: m for adults 18 years of age and older =
m trouble or pain swallowing food, vomiting with blood, or bloody or m this product is to be used once a day (every 24 hours), every day for Questions or comments?

black stools 14 days 1-800-719-9260
m heartbum with lightheadedness, sweating or dizziness m it may take 1 to 4 days for full effect; some people get complete relief
m chest pain or shoulder pain with shortness of breath; sweating; of symptoms within 24 hours

pain spreading to arms, neck or shoulders; or lightheadedness 14-Day Course of Treatment Made in Israel

- m frequent chest pain mswallow 1 tablet with a glass of water before eating in the morning
Manufactured by:

These may be signs of a serious condition. See your doctor. m take every day for 14 days D IH\:mTeérmloqbsUd
Ask a doctor before use if you have: m do not take more than 1 tablet a day 10 Hakidma Street, Yokneam 2069200, Israel
m had heartburn over 3 months. This may be a sign of a more serious m do not use for more than 14 days unless directed by your doctor ' '

condition. m swallow whole. Do not chew or crush tablets.
m frequent wheezing, particularly with heartburn 14-Day C (if needed)
m unexplained weight loss m you may repeat a 14-day course every 4 months

*This product is not manufactured or distributed
by Procter & Gamble, distributor of Prilasec 0TC®.

Reference ID: 4179522

=

m Avoid heartbum-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

Bonus Pack! 14 Free Compare to Prilosec 0TC®*
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Safely Feature - Do no e Avoid b
Dot S T - s
printed tablet bttt : SRl e
u'swunnls D 4 ) B e ‘I ‘; e |‘ I..: elg —
\ open or forn. Raise the head of your bed Quit smoking . /
H D
— Triple PacK riree 14-day courses of treatment ompare to Prilosec 0 —

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

Delayed
TabletsR20my;

Q 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 Neue 57 Cond: d

HEADINGS: 8 pt Helvetica Neue 77 Bold Condensed Oblique

SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed

TEXT: 6 pt Neue 57 Cond: d

LEADING: 6.5 pt

BULLETS: 5 pt Square with 2 M'S ing between stat it

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed 7 1 0 1 7
Reference ID: 4179522 HEAUY LINES: 1.5 5t T

HAIRLINES: 0.5 pt
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These may be signs of a serious condition. See your doctor.

Ask a doctor before use if you have:

m had heartburn over 3 months. This may be a si
condition.

m frequent wheezing, particularly with heartburn

m unexplained weight loss

m nausea or vomiting  m stomach pain

ign of a more serious

m prescription antifungal or anti-yeast medicines

Ask a doctor or pharmacist before use if you are taking:
m warfarin, clopidogrel or cilostazol (blood-thinning medicines)

s‘ystem medicines)

m diazepam (anxiety medicine)

m digoxin (heart medicine)

m tacrolimus or myoophenolate mofetil immune
m prescription anti dicines for HIV i

m take every day for 14 days Dexcel Pharma Technologies Ltd
m do not take more than 1 tablet a day 10 Hakidma Street, Yokneam 2069200, Israel
m do not use for more than 14 days unless directed by your doctor

m swallow whole. Do not chew or crush tablets.

Repeated 14-Day Courses (if needed) &Iease bl @ts g@u

m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor

J L |
|
Tips for Managing Heartburn
m Do not lie flat or bend over m Avoid heartburn-causing foods such as rich,
( 5 after eating spicy, fatty or fried foods, chocolate, caffeine,
m Do not wear tight-fitting clothing aleohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking
=l/ J
p— - - -

Drug Facts Drug Facts (continued) Drug Facts (continued) ""ple Pack S e o Ao ] Compare to Prilosec 0TC®*

Active ingredient (in each tablet) Purpose | Stop use and ask a doctorif: m your heartburn continues or worsens Inactive ingredients

Omeprazole 20 mg Acid reducer | ® you need to take this product for more than 14 days camauba wax, ferric oxide red, ferric oxide

m you need to take more than 1 course of treatment every 4 months yellow, hypromellose hypmméllose acetate
Use wmtreats frequent heartbum (occurs 2 ormore days a week) m you get diarrhea m you develop a rash or joint pain stmin.'ale lactose mt')nohydrate
= '1'0: 4 'mn;" "9;‘ relief of this drug may take If pregnant or breast-feeding, ask a health professional before use. rmmema'rmamim, propylene dlyoul,
04 days for full e Keep out of reach of children. In case of overdose, get medical help or sodium lauryl sulfate, sodium starch
%mings contact a Poison Control Center right away (1-800-222-1222). glycolate, sodium stearate, sodium stearyl
- = fumarate, talc, titanium diaxide,

Allergy der.t Do not use if you are allergic to omeprazole Directions triethy) citate

Do not use if you have: ) m for adults 18 years of age and older -

L] m;t 4:1 Dsaln swallowing food, vomiting with blood, or bloody or ™ :r:sdpmdmt is to be used once a day (every 24 hours), every day for Questions or comments?

ays 1-800-719-9260
u with lightheaded; g or dizziness m it may take 1 to 4 days for full effect; some people get complete relief
m chest pain or shoulder pain with shortness of breath; sweating; of symptoms within 24 hours Treats F ent Heartburn!
pain spreading to arms, neck or shoulders; or lightheadedness 14-Day Course of Treatment Made in lsrael 0c Ied ’3"1; D:a “vr‘" .
- = frequent chest pain m swallow 1 tablet with a glass of water before eating in the moming Manufactured by: curring 2 Lo

m children under 18 years of age: ask a doctor. Heartburn in children .
may sometimes be caused by a serious condition. A c,d Red cer 42 Tabl ets
Other information ‘

m read the directions and warnings before use “This

product s not manufactured or distributed
m keep the carton. It contains important information. by Procter & Gamble, distributar of Prilosec OTCE.
m store at 20-25°C (68-77°F) and protect from moisture »

\ m methotrexate (arthritis medicine)

Three 14-day courses of treatment

3 BOTTLES INSIDE

Safety Feature -
Do not use If printed
seal under cap Is
broken or missing

i

Reference ID: 4179522
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LODE AREA

915D7 FA C5-G

Location for
> lot number and

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 F ica Neue 57 C

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

TEXT: 6 pt Neue 57

LEADING: 6.5 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

expiration date

7-10-17
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3 P A c K Three 14-day courses of treatment

OmeprazoleiDelaye

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Acid Reducer
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Laser Coding Removes the Ink and Becomes White.
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Compatre to Prilosec 0TC®*

NDC 00000-000-00

42 Tablets

Three 14-day courses of treatment

Reference ID: 4179522

STANDARD FORMAT

TYPE SIZES:

TITLE: 10 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Neue 57 d

LEADING: 6.7 pt

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

HEAVY LINES: 2 pt

HAIRLINES: 0.5 pt
|

PRINT at 65% for
11-inch x 17-inch

size paper
7-11-17
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— || [pragFaeE Drug Facts (con - o to Prilosec 0
g rug Facts (continued) Drug Facts (continued) ompare to Prilo
Active ingredient (in each table Purpose | Stop use and ask a doctorif:  m your heartburn continues or worsens ive i 7 'y -
0 I gomn ( 9 Amrpomm m you need to take this product for more than 14 days gﬂﬁmfg;emdmﬁd ferric oxide 4-day courses orlreaime N
ax, , Safety Feature
m you need to take more than 1 course of treatment every 4 months yellow, hypromellose, hypromellose acetate Do not use If printed
Usngt Im.nt::tfs fr?meg;lh?:‘r:gfn mm ﬂgliar: daysa “t':?: m you get diarrhea m you develop a rash or joint pain ate. lactose mo seal under gp s
m not intended for iImmedial o m; this drug may it or breast-feeding, ask a health jonal before use. monoethanolamine, propylene glycol,
| 1104 days for full effect Keep out of reach of children. In case of overdose, get medical help or sodium lauryl sulfate, sodium starch D’ E CUT D’ E cu T D’E CUT = broken or missing

Warnings contact a Poison Control Center right away (1-800-222-1222). glycolate, sodium stearate, sodium stearyl =
A ot B o WINDOW [ WINDOW [ WINDOW
Do not use if you have: m for adults 18 years of age and older m =
m trouble or pain swallowing food, vomiting with blood, or bloody o m this product is to be used once a day (every 24 hours), every day for Questions or comments? 2

black stools 14 days 1-800-719-9260
m heartburn with lightheadedness, sweating or dizziness m it may take 1 to 4 days for full effect; some people get complete relief
m chest pain or shoulder pain with of breath; of sympl within 24 hours Treats Frequent Heartburn!

pain spreading to ams, neck or shoulders; or lightheadedness 14-Day Course of Treatment Made in Israel Occuri z’?" Da w.' K L
;\29““’“ m‘ "’o'f‘ ious condition. See your docto mswallow 1 tablet with a glass of water before eating in the moming Manufactured by: S Lol

56 My 26 gns o7 & serlous conction. ee your doctor m take every day for 14 days Oexcel PharmaTechnologies Ltd

Ask a doctor before use if you have: m do ot take more than 1 tablet a day 10 Hakidma Street, Yokneam 2069200, Isragl
m had heartburn over 3 months. This may be a sign of a more serious m do not use for more than 14 days unless directed by your doctor ' '

condition. m swallow whole. Do not chew or crush tablets.
m frequent wheezing, particularly with heartburn Repeated 14-Day Courses (if needed) \ 7 e 1
m unexplained weight loss m you may repeat a 14-day course every 4 months Voo Y T
W nausea o vomiting  m stomach pain m do not take for more than 14 days or more often than every m | { !
Ask a doctor or pharmacist before use if you are taking: 4 months unless directed by a doctor <
[ ] waﬁa:gt.&opbogrd or cilos{‘azd a(:'lo"?g‘;gmm medicines) m children under 18 years of age: ask a doctor. Heartburn in children .
W presc antifungal or anti-ye: nes may sometimes be caused by a serious condition.
m diazepam (anxiety medicine) - = ACId Reducer 42 Tab I etS
m digoxin (heart medicine) Om;rnzrgrtggaﬂolg i be
[ ] or mofetil system mre jons and warnings before use y|
m prescrip for HIV infection) m keep the carton. t contains important information. by Do Gt ettt e Once. Three 14-day courses of treatment

\ m methotrexate (arthritis medicine) p | m store at 20-25°C (68-77°F) and protect from moisture » ' 3 BOTTLES INSIDE
a ) [ | ‘ \ n
\ $ / 0 *00000%"00000*™ o
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CODE AREA —
> lot number and
expiration date
915D7 FA C5-A
A r 1 - -
I 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 Neue 57 d

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

TEXT: 6 pt Neue 57 G

LEADING: 6.5 pt

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

Reference ID: 4179522 HEAUY LINES: 1.5 pt 7-10-17

HAIRLINES: 0.5 pt
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alue PaCk! Treats Frequent Heartburn! compareioPiesec e
3-14 Tablet Cartong Occurting 2 Or More Days a Week
Omeprazole:Dela
Acid Reducer
42 Tablets
Three 14-day courses of treatment
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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 22-032

Omeprazole Delayed Release Tablets, 20 mg

42 Tablets (Bottle Carton)

L |
|
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— .

Drug Facts Drug Facts (continued) Drug Facts (continued)

Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if:  m your heartburn continues or worsens ive i i

0 20 mg Acid reducer | m you need to take this product for more than 14 days !mﬂwgﬁdmﬁd ferric axide

m you need to take more than 1 course of treatment every 4 months yellow, hypromellose, hyproméibse acetate

Use  wmtreats frequent heartbum (occurs 2 or more days a week) m you get diarrhea m you develop a rash or joint pain \ate, lactose ménonydrate.

- ’1“’:0 Tronde f;"'fu" s relief of this drug may take If pregnant or breast-feeding, ask a heafth professional before use. monoethanolamine, propylene glycol,
- Ll Keep out of reach of children. In case of overdose, get medical help or sodium lauryl sulfate, sodium starch
wam,'"gs contact a Poison Control Center right away (1-800-222-1222). glycolate, sodium stearate, sodium stearyl
Allergy alert: Do not use if you are allergic to omeprazole Directions by e

Do not use if you have: m for adults 18 years of age and older =

m trouble or pain swallowing food, vomiting with blood, or bloody or m this product is to be used once a day (every 24 hours), every day for Questions or comments?

black stools 14 days 1-800-719-9260
m heartburn with lightheadedness, sweating or dizziness mit may take 1 to 4 days for full effect; some people get complete relief
m chest pain or shoulder pain with shortness of breath; sweating; of symptoms within 24 hours
pain spreading to arms, neck or shoulders; or lightheadedness 14-Day Course of Treatment Made in Israel
m frequent chest pain m swallow 1 tablet with a glass of water before eating in the moming
i Manufactured by:

These may be signs of a serious condition. See your doctor. m take every day for 14 days OmeIPha);maTedhnbdestd
Ask a doctor before use if you have: m do not take more than 1 tablet a day

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

m frequent wheezing, particularly with heartbum

m unexplained weight loss

m nausea or vomiting  m stomach pain

Ask a doctor or pharmacist before use if you are taking:

m warfarin, clopidogrel or cilostazol (blood-thinning medicines)
m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)
m digoxin (heart medicine)

[ ] or

mofetil (i
[ ] for Hi
m methotrexate (arthritis medicine) >

system medicines)
v

m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew or crush tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor

m children under 18 years of age: ask a doctor. Heartburn in children

may sometimes be caused by a serious condition.

Other information

m read the directions and warnings before use

m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture »

Reference ID: 4179522

10 Hakidma Street, Yokneam 2069200, Israel

*This productis not manufactured or distributed
by Procter & Gamble, distributor of Prilosec OTC®.

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

lue Pack!
\3,.?4 Tablet Botulefo,'

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

Compare to Prilosec 0TC®*

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Releasellable

Acid Reducer

Delayed
42 Tablets

Three 14-day courses of treatment
3BOTTLES INSIDE

Safety Feature -
Do not use If printed
seal under cap Is
broken or missing
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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 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets (Blister Foil)
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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 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets (Bottle Label)
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Treats Frequent Heartburn!
Occurring 2 or More Days a Week

Omeprazole

tielayed release tahlets 20 my

acid reducer

SWALLOW - DO NOT CHEW

14 TABLETS

1]

Coated with
Wildberry Mint
| Flavor ¥ One 14-day course of treatment j
ﬂ /"“,-4
| / Tips for Managing Hearthurn

m Do not lie flat or bend over after eating

Reference ID: 4179522

m Do not wear tight-fitting clothing around the stomach
m Do not eat before bedtime
m Raise the head of your bed

\V

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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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets

,—]L

Tips for Managing Heartburn

m Do not lie flat or bend over after eating

m Do not wear tight-fitting dlothing 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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Omeprazole Delayed
Release Tablets 20mg

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

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

Compare to Prilosec 0TC®*

Omeprazole Dela yed

Acid Redlucer

SWALLOW - DO NOT CHEW

)

Coated with

Wildberry Mint Flavor

14 Tablets

One 14-day course of treatment

CODE AREA

§
A Ay

Reference ID: 4179522

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 Cond d

(continued) 7 pt Helveti

LEADING: 6.3 and 6.5 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

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

4-25-

40174 FAC3

17



([

This label may not be the latest approved by FDA.

NDA 22-032

For current labeling information, please visit https://www.fda.gov/drugsatfda
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

14 Tablets (Bottle Carton)

Drug Facts (continued)

Ask a doctor or pharmacist before use if you are taking:

mwarfarin, dopidogrel or cilstazol (blood-thinning medicines)

m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)  m digaxin (heart medicine)

m tacrolimus or mycophenolate mofetil (immune system medicines)

m prescription antiretrovirals (medicines for HV infection)

m methotrexate (arthritis medicine)

Stop use and ask a doctor if:  m your heartbum continues or worsens
m you need to take this product for more than 14 days

myou 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 heafth 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).

Drug Facts (continued)

mchildren under 18 years of age: ask a doctor.
Heartburn in children may sometimes be
caused by a serious condition.

Other information

mread the directions and wamings before use
mkeep the carton. It contains important information.
[ ] sm 20-25°C (68-77°F) and protect from
re

.|

Reference ID: 4179522

Directions
m for adults 18 years of age and older
m this product is to be usad once a day (every 24 hours), every day for
14 days
m it may take 1 to 4 days for full effect; some people get complete relief
of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the morning
m take every day for 14 days
m do not take more than 1 tablet a day
mdo not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
myou may repeat a 14-day courss every 4 months
m donot take for more than 14 days or more often than every
4 months unless directed by a doctor

Inactive ingredients benzyl alcohol,carmine,
camauba wax, FD&C blue #2/indigo carmine
aluminum lake, flaver, iypromellose, hypromellose
acetate succinate, lactase monohydrate, menthol,
modified starch, moncethanolamine, polyethylene
glycol 3350, sodium lauryl sulfate, sodium starch
glycolate, sodium stearate, sodium stearylfumarate,
sucralose, take, titanium diordde, riacetin, trieth citrate

Questions or comments? 1-800-719-9250

Tips for Managing Heartbum
m Do notlie fiat or bend over after eating

m Do not wear tight-fitting dlothing around the stomach

m Do not eat before bedtime

mRaise the head of your bed

m Avid heartbum-causing foods such asrich, spicy,
fatty orfried foods, chocolate, caffeine, alcohol and
certain fruits and vegetables

m Eat slowly and avoid big meals

m|foverweight, lose weight - m Quitsmoking

Made inIsrael

Manufactured by:

Dexcel Pharma Technologies Lid

10 Hakidma Street, Yokneam 2069200, Israel

Safety Feature - Do not use if printed
seal under cap is broken or missing.

DIE CUT
WINDOW

4 |

Drug Facts

Active ingredient Purpose
(fn each tablet)
Omeprazole 20 Mg..........c.couvuwvenen... ACH reducer

Use

m treats frequent heartburn (occurs 2 or more
days aweek)

mnot intended for immediate relief of heartburn;
this drug may take 1 to 4 days for full effect

Occurring 2 Or More Days a Week

OmenrazolelDelayed
Release,

Acid Reducer

SWALLOW - DO NOT CHEW

Treats Fre Heartburn! |

Tabletsw20m,

14 Tablets

Warnings
Allergy alert: Do not use if you are allergic to
omeprazole

Donotuse if you have:

m trouble or pain swallowing food, vomiting with
blood, or bloody or black stools

mheartbum with lightheadedness, sweating
or dizziness

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

m frequent chest pain

Thes2 may be signs of a sericus condition.

See your doctor.

Ask a doctor before use if you have:

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

m frequent wheezing, particularty with heartbum

munexplained weight loss

ostind st . mnausea or vomiting
\Aﬁldbeny Mint  one 14-day course of treatment | | mstomach pain >
L 1 BOTTLE INSIDE
*This product is not
manufactured or
distributed by
Procter & Gamble,
‘I ‘I o
00000%00000 '
GCODE AREA | oo
lot number and

401D5FAC3
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Tips for Managing Heartburn

m Do not lie flat or bend over after eating

m Do not wear tight-fitting dlothing 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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Omeprazole Delayed
Release Tablets 20my

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

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

Compare to Prilosec OTC®*

Acid Reducer
SWALLOW - DO NOT CHEW
. 14 Tablets
Coated with
Wildberry Mint Flavor One 14-day course of treatment
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Drug Facts (continued) Drug Facts (contin FDA ompare to Prilosec OTC®
[ (continued) AP prove d a Drug Facts
Ask a doctor or pharmacist before use if you are taking: m children under 18 years of age: ask a doctor. Active ingredient Purpose
mwarfarin, clopidogrel or cilastazol (blood-thinning medicines) Heartbum in children may sometimes be
m prescription antifungal or anti-yeast medicines causad by a serious condition. (Ineach tablet)
wmdiazepam (anxiety medicine) ~ m digoxin (heart medicine) o DC 0000-000-00 Omeprazolk 20 Mg...........u ... ACid reducer
mtacrolimus or mycophenolate mofetil (immune system medicines) -0 “rmdm the dlrectaloﬂns'mmr’ warmin Use
1gs before use
m prescription antiretrovirals (medicines for HN infectior) m keep the carton. It contains important information. D ’ E c u T w treats frequent heartburn (occurs 2 o more
m methotrexate (arthritis medicine) w store at 20-25°C (68-77°F) and protect from daysa week) _
Stop use and ask a doctor it m your heartbum continues or worsens moisture W’ N D o w m not intended for immediate relief of heartburn;
myou need to take this product for more than 14 days Inactive ingredients benzyl akzahol, carmine, this drug may take 1 to 4 days for full effect
myou need to take more than 1 course of treatment every 4 months carnaubawax, FD&C blue #2/indigo cammine War
myou getdiarrhea myou develop a rash or joint pain aluminum lake, flavor, hypromellcse, hypromellase "m"“m.m Donot use ifyou are llegic o
If pregnantor breast-feeding, aska health professional before uss. acetate succinats, lactose monohydrate, menthol, omeprazole
Keep out ofreach of children. In case of overdase, get medical help or modified starch, monoethanolamine, polyethylene P
contacta Pison Control Centr ight away (1-800-222-1222). e Dopureis ceauat beartburti e [l | 0 o Swaloniog fod,voriog wi
, , 3 courrin a mtroubleor pains ng food, vomiting wi
Directions sucraloss, talc, itanium dowdde, triacetin, triethyl citrate 9 B blood, or bloody of black stools
m for adutts 18 years of age and older - ) ) \ _ m heartburn with lightheadedness, sweating
mthis product is to be used once a day (every 24 hours), every day for Questions or comments?1-800-719-9260 0 n, e raﬁ@le [De Ia ed or dizziness
14 days Tips for Managing Heartburn J v 7 1.L v m chest pain or shoulder painwith shortness of
m it may take 1 to 4 days for full effect; some people get complete relief m Do not lie flat or bend over after eating . _ breath; sweating; pain spreading toamms,
of symptoms within 24 hours 'm Do not wear tight-fitting clothing around the stomach Rele a e Fa b,ets Zm neck or shoulders; or lightheadedness
14-Day Course of Treatment 12 Do ot cateforebedtime : IHE wfrequent chestpain
i u e head of your s These may be signs of a serious condition.
:mlm&t:geft;ﬂ :gyl:ss of water before eating in the moming ",:3,',“ hméﬂﬂd"ﬂ%& ﬁg}”ﬂf"ﬁﬂ"’d ACId Reducer Seeyourd!)ctor.g
orfried foods, chocolate, caffeine, alcohol an =
S M S N OTEEY o
lays unless directed by your doctor 'm Eat slowdy and avoid big meals mhad heartburn over 3 months. This may be a
m swallow whole. Do not chew, crush, or suck tablets. m if overweight, lose weight - m Quit smoking 1 4 Ta b I etS . :Em mmoer:zslzzom%rm;nm heartbum
Repeated 14-Day Courses (if needed) Made infsrael ‘
S - S i
D rma ogies i i int o
4 months unless directed by a doctor 10 Hakidma Street, Yokneam 2069200, Israel Flavor v One 14-day cours1eB(gr t{fg&gfgé mstomach pain >
- |
7 j!
*This product is not
manufactured or
distributed by
Procter & Gamble,
.
rilosec 0TC®.
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Omeprazole Delayed
Release Tablets 20mg

L]

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

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

Safety Feature -
Donotuseif
printed tablet
blister unit is
openortorn.

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

Compare to Prilosec OTC®*

NDC 00000-000-00

Releasellablets®20/my;

Acid Reducer

SWALLOW - DO NOT CHEW
. 28 Tablets
Coated with
Wildberry Mint Flavor Two 14-day courses of treatment
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Drug Facts (continued) Drug Facts (continued)
Ask a doctor or pharmacist before use if you 14-Day Course of Treatment
are taking: m swallow 1 tablet with a glass of water before
m warfarin, clopidogrel or cilostazol (blood-thinning eating in the moming
medicines) m take every day for 14 days
m prescription antifungal or anti-yeast medicines m do not take more than 1 tablet a day
m diazepam (anxiety medicine) m do not use for more than 14 days unless directed
m digoxin (heart medici by your doctor

ine)
mtacrolimus or mycophenolate mofetil (immune
system medicines)
m prescription antiretrovirals (medicines for
HWV infection)
m methotrexate (arthritis medicine)

Stop use and ask a doctor if:

m your heartburn continues or worsens

myou need to take this product for more than 14 days

myou need to take more than 1 course of treatment
every 4 months

myou getdiarrhea  m you develop a rash or joint pain

m swallow whole. Do not chew, crush, or suck
tablets.

Repeated 14-Day Courses (if needed)

m youmay repeat a 14-day course every 4 months

m do not take for more than 14 days or more often
th: y 4 months unless directed by a doctor

m children under 18 years of age: ask a doctor.
Heartburn in children may sometimes be caused
by a serious condition.

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).

Other information

'm read the directions and warnings before use

m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture

Directions

m for adults 18 years of age and older

m this product is to be used once a day
(every 24 hours), every day for 14 days

m it may take 1 to 4 days for full effect; some
people get complete relief of symptoms within
24 hours

Inactive ingredients benzylalcohol, carmine,
camauba wax, FD&C blue #2/indigo carmine aluminum
lake, flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol, modified
starch, monoethanolamine, polyethylene glycol 3350,
sodium lauryl sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose, talc,
titanium dioxide, triacetin, triethyl citrate

» | Questions or comments?1-800-719-9260

Reference ID: 4179522

Safety Feature - Do not use if printed
seal under cap is broken or missing.

NDC 0000-000-00
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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

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Delayed,

Release,

m Avoid heartbum-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

Compare to Prilosec 0TC®*

Drug Facts
Active ingredient
(in each tablet)

Omeprazole 20 mg...

Tablets¥20ny,

Use

m treats frequent heartbum

(occurs 2 or more days a week)

m not intended for immediate relief of
heartbum; this drug may take 1 to 4 days
for full effect

Warnings

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

Do not use if you have:

m trouble or pain swallowing food, vomiting
with blood, or bloody or black stools

m heartbum with lightheadedness,
sweating or dizziness

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

HAIRLINES: 0.5 pt

. m frequent chest pain
ACId Re ducer These may be signs of a serious condition.
See your doctor.
SWALLOW - DO NOT CHEW sk a doctor before use ff you have:
m had heartburn over 3 months. This may be

Made n srael 28 Tab I ets asign of a more serious condition.
Manufactured by: _ 'm frequent wheezing, particularty with heartburn
Dexcel Pharma Technologies Lid Coated with Two 14-da ol t m unexplained weight loss )
10 Hakidma Street, Yokneam 2069200, Israel Wil dberry Mint Flavor Wo 14-day courszeg OQIT L?Salws?& m nausea or vomiting  m stomach pain >

*This product s not

manufactured or

distributed by

Procter & Gamble,

sec OTC®.
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This label may not be the latest approved by FDA.
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Tips for Managing Heartburn
m Do not lie flat or bend over m Avoid heartbum-causing foods such as rich,
after eating icy, i \ , caffei
0 0 m Do not wear tight-fitting dlothing alcohol and certain fruits and vegetables

around the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking
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spicy, fatty or fried foods, chocolate, caffeine,
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Acid Reducer

SWALLOW - DO NOT CHEW
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Coated with
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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 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
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28 Tablets (Bottle Carton)

C D)
Drug Facts (continued) Drug Facts (continued)
Ask a doctor or pharmacist before use if you 14-Day Course of Treatment
are taking: m swallow 1 tablet with a glass of water before
m warfarin, clopidogrel or cilostazol (blood-thinning eating in the moming

medicines)
m prescription antifungal or anti-yeast medicines
m diazepam (anxdety medicine)
m digoxin (heart medicine)
m tacrolimus or mycophenolate mofetil (immune
system medicines)
[ ] antiretrovirals for
HW infection)
m methotrexate (arthritis medicine)

Stop use and ask a doctor if:

myour heartbum continues or worsens

myou need to take this product for more than 14 days

myou need to take more than 1 course of treatment
every 4 months

myou get diarhea  myou develop a rash or joint pain

mtake every day for 14 days

m do not take more than 1 tableta day

m do not use for more than 14 days unless directed
by your doctor

mswallow whole. Do not chew, crush, or suck
tablets.

Repeated 14-Day Courses (if needed)

m you may repeat a 14-day course every 4 months

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

m children under 18 years of age: ask a doctor.
Heartburn in children may sometimes be caused
by a serious condition.

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).

Other information

m read the directions and warnings before use

m keep the carton. it contains important information.

m store at 20-25°C (68-77°F) and protect from moisture

Directions

m for adults 18 years of age and older

m this product is to be used once a day
(every 24 hours), every day for 14 days

m it may take 1 to 4 days for full effect; some
people get complete relief of symptoms within
24 hours

Inactive ingredients benzyl alcohol, carmine,
camaubawax, FD&C blue #2/indigo carmine aluminum
lake, flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol, modified
starch, monoethanolamine, polyethylene glycol 3350,
sodium lauryl sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose, talc,
titanium dioxide, triacetin, triethyl citrate

» | Questions or comments ?1-800-719-9260

000000000

Reference ID: 4179522

Made in Israel

Manufactured by:
Dexcel Pharma Technologies Ltd
10 Hakidma Street, Yokneam 2069200, Israel

Q

Coated with

Wildberry Mint Flavor

_W

Tips for Managing Heartbum
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

Safety Feature - Do not use if printed | FDA Approved Compare to Prilosec 0TC®*
seal under cap is broken or missing.

m If overweight, lose weight
m Quit smoking

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

A cld Reducer
SWALLOW - DO NOT CHEW

28 Tablets

Two 14-day courses of treatment

m Avoid heartbum-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

“ melayed
SR20)ng,

00-000-0000 OON

(Use

Wamings

Drug Facts
Active ingredient
(in each tablet)
Omeprazole 20 mg.

m treats frequent heartbum

(occurs 2 or more days a week)

m not intended for Immediate relief of
heartburn; this drug may take 1 to 4 days
for full effect

Allergy alert: Do not use if you are allergic

to omeprazole

Do not use if you have:

m trouble or pain swallowing food, vomiting
with blood, or bloody or black stools

m heartbum with lightheadedness,
sweating or diziness

m chest pain or shoulder pain with shortness
of breath; sweating; pain spreading to ams,
neck or shoulders; or lightheadedness

m frequent chest pain

These may be signs of a serious condition.
See your doctor.

Ask a doctor before use if you have:

m had heartburn over 3 months. This may be
asign of a more serious condition.

m frequent wheezing, particularly with heartburn
m unexplained weight loss

m nausea orvomiting  m stomach pain P

2 BOTTLES INSIDE

0 l OOUJ

*This productis not
manufactured or
distributed by
Procter & Gamble,
distributor of
Prilosec OTC®.
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Release Tablets 20mg

Safety Feature -
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printed tablet
blister unitis
openortorn.

Tips for Managing Heartburn

m Do not lie flat or bend over

after eati
0 ng

helease

0 '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 heartbum-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
aleohol and certain fruits and vegetables

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

Compare to Prilosec 0TC®*

Tablets¥20ny,

SWALLOW - DO NOT CHEW

<

Coated with

Wildberry Mint Flavor

28 Tablets

Two 14-day courses of treatment
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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 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

28 Tablets (Bottle Carton)

around the

»
Drug Facts (continued) Drug Facts (continued)
Aska dochror phamacist before use if you 14-Day Course of Treatment
are taking: mswallow 1 tablet with a glass of water before
[ ] wanwin clopidogrel or cilostazol (blood-thinning eating inthe moming
medicines) mtake every day for 14 days
m prescription antifungal or anti-yeast medicines mdo not take more than 1 tablet a day
m diazepam (anxiety medicine) mdo not use for more than 14 days unless directed
m digoxin (heart medicine) by your doctor
mtacrolimus or mycophenolate mofetil (immune mswallow whole. Do not chew, crush, or suck
system medicines) tablets.
m prescription atiretrovirals (medicines for Repeated 14-Day Courses (if needed)
HIV infection) myou may repeat a 14-day course every 4 months
m methotrexate (arthritis medicine) mdo not take for more than 14 days or more often
Stopuse and ask a doctor if: than every 4 months unless directed by a doctor

myour heartburn continues or worsens

myou need to take this product for more than 14 days

myou need to take more than 1 course of treatment
every 4 months

myou get diarrhea  m you develop a rash or joint pain

m children under 18 years of age: ask a doctor.
Heartburnin children may sometimes be caused
bya serious condition.

Safety Feature - Do not use if printed
seal under cap is broken or missing.

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).

Other information

m read the directions and warnings before use

m keep the carton. it contains important information.

m store at 20-25°C (68-77°F) and protect from moisture

Inactive ingredients benzylalcohol, carmine,
camauba wax, FD&C blue #2/indigo carmine aluminum

Directions

mfor adults 18 years of age and older

m this product is to be used once a day
(every 24 hours), every day for 14 days

m it may take 1 to 4 days for full effect; some
people get complete relief of symptoms within
24 hours

lake, flavor, yp acetate
succinate, lactose monohydrate, menthol, modified
starch, monoethanolamine, polyethylene glycol 3350,
sodlum lauryl sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose, talc,
titanium dioxide, triacetin, triethyl citrate

» | Questions or comments?1-800-719-9260

Reference ID: 4179522

Made inIsrael

Manufactured by:
Dexcel PharmaTechnologies Litd
10 Hakidma Street, Yokneam 2069200, Israel

¢

Coated with

m Do not wear tight-fitting clothing
stomach

m Do not eat before bedtime

m Raise the head of your bed

Wildberry Mint Flavor

Tips for Managing Hearthurn
m Do not lie flat or bend over
after eating

m Avoid heartbum-causing foods such as rich,

spicy, fatty or fried foods, chocolate, caffeine,

m If overweight, lose weight
m Quit smoking

Compare to Prilosec OTC®*

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Acid Reducer
SWALLOW - DO NOT CHEW

alcohol and certain fruits and vegetables
m Eat slowly and avoid big meals

Tablevt ’mm

28 Tablets

Two 14-day courses of treatment

2 BOTTLES INSIDE

Drug Facts

[Use

[Warni

Active ingredient
(in each tablet)
Omeprazole 20 M...........ouvvnran

Purpose

Acid reducer

m treats frequent heartbum

(occurs 2 or more days a week)

m not intended for immediate relief of
heartbum; this drug may take 1 to 4 days
for full effect

ngs

Allergy alert: Do not use if you are allergic

to omeprazole

Do notuse if you have:

m trouble or pain swallowing food, vomiting
with blood, or bloody or black stools

m heartbum with Kghtheadedness,
sweating or dizziness

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

m frequent chest pain

These may be signs of a serious condition.

See your doctor.

Ask a doctor before use if you have:

m had heartburn over 3 months. This may be
asign of a more serious condition.

m frequent wheezing, particularly with heartburn

'm unexplained weight loss

m nauseaor vomiting  m stomach pain >

VI

*This productis not
manufactured or

Prilosec OTC®.
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TYPE SIZES:
TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Neue 57 d

LEADING: 6.5 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

> lot number and
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This label may not be the latest approved by FDA.
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
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Omeprazole Delayed
Release Tablets 20mg

Safety Feature -
Do notuse if
printed tablet
blister unitis
openor torn.

Tips for Managing Heartburn

m Do not lie fiat 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

¢

Coated with

Wildberry Mint Flavor

m Avoid heartbum-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

Bonus! 14 Free Compare to Prilosec 0TC®*
Occurring 2 Or More Days a Week |

Releaselablets¥20/my,

SWALLOW - DO NOT CHEW

28 14 Tablets

Two On€ 14-day courses of treatment

|

Reference ID: 4179522

STANDARD FORMAT

TYPE SIZES:

TEXT: 6 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

Neue 57 Cond

"

LEADING: 6.5 pt
BULLETS: 5 pt Square with 2 W'S

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed Draft Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

28 Tablets (Bottle Carton)

:

¢ »)
Drug Facts (continued) Drug Facts (continued)
Ask a doctor or pharmacist before use if you 14-Day Course of Treatment
are taking: m swallow 1 tablet with a glass of water before
m warfarin, clopidogrel or cilostazol (blood-thinning eating in the moming
medicines) m take every day for 14 days
m prescription antifungal or anti-yeast medicines m do not take more than 1 tableta day

m diazepam (anxiety medicine)

m digoxin (heart medicine)

m tacrolimus or mycophenolate mofetil (immune
system medicines)

m prescription antiretrovirals (medicines for
HIV infection)

m methotrexate (arthritis medicine)

Stop use and ask a doctor if:

‘m your heartbum continues or worsens

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

m you need to take more than 1 course of treatment
every 4 months

myou getdiarrhea  myou develop a rash or joint pain

m do not use for more than 14 days unless directed

by your doctor

m swallow whole. Do not chew, crush, or suck
tablets.

Repeated 14-Day Courses (if needed)

m you may repeat a 14-day course every 4 months

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

mchildren under 18 years of age: ask a doctor.
Heartburn in children may sometimes be caused
by aserious condition.

Safety Feature - Do not use if printed
seal under cap is broken or missing.

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).

Other information

mread the directions and warnings before use

mkeep the carton. It contains important information.
mstore at 20-25°C (68-77°F) and protect from moisture

Inactive ingredients benzyl alcohol, carmine,
camauba wax, FD&C blue #2/indigo camine aluminum

Directions

m for adults 18 years of age and older

m this product is to be used once a day
(every 24 hours), every day for 14 days

m it may take 1to 4 days for full effect; some
people get complets

lake, flavor, hyp , hypromellose acetate
succinate, lactose monohydrate, menthol, modified
starch, monoethanolamine, polyethylene glycol 3350,
sodium lauryl sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose, talc,
titanium dioxide, triacetin, triethyl citrate

relief of symp within
24 hours

» | Questions or comments?1-800-719-9260

Made in Israel

Manufactured by:
Dexcel PharmaTechnologies Ltd
10 Hakidma Street, Yokneam 2069200, Israel

¢

Coated with

-

Reference ID: 4179522

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Bonus! 14 Free

Omepiazole
hielease,

Wildberry Mint Flavor

Tips for Managing Heartbum
m Do not lie fiat or bend over
after eating

m Avoid heartbum-causing foods such as rich,

spicy, fatty or fried foods, chocolate, caffeine,

m If overweight, lose weight
m Quit smoking

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Acid Reducer

SWALLOW - DO NOT CHEW

Delayed
Tabletsy20,mo;

alcohol and certain fruits and vegetables
m Eat slowly and avoid big meals

Compare to Prilosec 0TC®*

28 14 Tablets

Two On€ 14-day courses of treatment

2 A’BOTTLES INSIDE

Drug Facts
Active ingredient Purpose
(in each tablet)

Omeprazole 20 mg.................... Acid reducer

Use
m treats frequent heartbum
(occurs 2 or more days a week)

m not intended for immediate relief of

heartburn; this drug may take 1 to 4 days
for full effect

—

Wamings

Allergy alert: Do not use if you are allergic
to
Do not use if you have:
m trouble or pain swallowing food, vomiting B
with blood, or bloody or black stools

m heartburn with lightheadedness,
sweating or dizziness

m chest pain or shoulder pain with shortness
of breath; sweating; pain spreading to ams,
neck or shoulders; or lightheadedness

m frequent chest pain

These may be signs of a serious condition.
See your doctor.

Ask a doctor before use if you have:

m had heartbum over 3 months. This may be
asign of amore serious condition.

m frequent wheezing, particularty with heartbum
m unexplained weight loss

W nausea or vomiting  m stomach pain P>

L)

*This product is not
manufactured or
distributed by
Procter & Gamble,
distributor of
Prilosec OTC®.
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Location for

> lot number and
expiration date

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 Neue 57 G d

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

LEADING: 6.5 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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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 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

Omeprazole Delayed
Release Tablets 20mg

after eating

@

Coated with

Wildberry Mint Flavor

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 Compare to Prilosec 0TC®*

Acid Reducer

SWALLOW - DO NOT CHEW

Safety Feature -
Do notuse if
printed tablet
blister unitis
openortorn.

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

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

m Eat slowly and avoid big meals

m If overweight, lose weight

m Quit smoking

28 14 Tablets

Two On€ 14-day courses of treatment

& |

i

Reference ID: 4179522
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TEXT: 6 pt
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LEADING: 6.5 pt
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed Draft Labeling
NDA 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

28 Tablets (Bottle Carton)

:

000000000
AN
C )
Drug Facts (continued) Drug Facts (continued)
Ask a doctor or pharmacist before use if you 14-Day Course of Treatment
are taking: m swallow 1 tablet with a glass of water before
m warfarin, clopidogrel or cilostazol (blood-thinning eating in the moming

medicines)
m prescription antifungal or anti-yeast medicines
m diazepam (anxiety medicine)
m digoxin (heart medicine)
m tacrolimus or mycophenolate mofetil (immune
system medicines)
m prescription antiretrovirals (medicines for
HIV infection)
m methotrexate (arthritis medicine)

Stop use and ask a doctor if:

m your heartbum continues or worsens

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

m you need to take more than 1 course of treatment
every 4 months

myou getdiarhea myou develop a rash or joint pain

m take every day for 14 days

m do not take more than 1 tableta day

m do not use for more than 14 days unless directed
by your doctor

m swallow whole. Do not chew, crush, or suck
tablets.

Repeated 14-Day Courses (if needed)

m you may repeat a 14-day course every 4 months

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

m children under 18 years of age: ask a doctor.
Heartburn in children may sometimes be caused
by a serious condition.

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).

Other information

m read the directions and warnings before use

m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture

Directions

m for adults 18 years of age and older

m this product is to be used once a day
(every 24 hours), every day for 14 days

m it may take 1 to 4 days for full effect; some
people get complete relief of symptoms within
24 hours

Inactive ingredients benzyl alcohol, carmine,
camaubawax, FD&C blue #2/indigo carmine aluminum
lake, flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol, modified
starch, monoethanolamine, polyethylene glycol 3350,
sodium lauryl sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose, talc,
titanium dioxide, triacetin, triethyl citrate

» | Questions or comments?1-800-719-9260

Made in Israel

Manufactured by:
Dexcel Pharma Technologies Ltd
10 Hakidma Street, Yokneam 2069200, Israel

¢

Coated with

||

|

Reference ID: 4179522

000000000

m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Safety Feature - Do not use if printed | Bonus Pack! 14 Free Compare to Prilosec OTC®*
seal under cap is broken or missing.

Release,

Wildberry Mint Flavor

_W_

Tips for Managing Heartbum
m Do not lie flat or bend over
after eating

m Avoid heartbum-causing foods such as rich,

spicy, fatty or fried foods, chocolate, caffeine,

m If overweight, lose weight
m Quit smoking

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

Acid Reducer

SWALLOW - DO NOT CHEW

alcohol and certain fruits and vegetables
m Eat slowly and avoid big meals

Delayed,
RS 20my

28 Tablets

Two 14-day courses of treatment

2 BOTTLES INSIDE

0000"00000* o

*This product is not
manufactured or
distributed by
Procter & Gamble,
distributor of
Prilosec OTC®.

Drug Facts
Active ingredient
(in each tablet)
Omeprazole 20 mg..

Purpose

Acid reducer

Use

m treats frequent heartbum

(occurs 2 or more days a week)

m not int mediate relief of

heartburn; this drug may take 1 to 4 days
for full effect

—

Warnings

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

Do not use if you have:

m trouble or pain swallowing food, vomiting
with blood, or bloody or black stools

m heartburn with lightheadedness,
sweating or dizziness

m chest pain or shoulder pain with shortness
of breath; sweating; pain spreading to ams,
neck or shoulders; or lightheadedness

m frequent chest pain

These may be signs of a serious condition.
See your doctor.

Ask a doctor before use if you have:

m had heartbum over 3 months. This may be
asign of a more serious condtion.

m frequent wheezing, particularly with heartbumn
m unexplained weight loss

m nausea or vomiting  m stomach pain

401D6 FA C3-D

LODE AREA

Location for
> lot number and

expiration date

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 Neue 57 d

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

LEADING: 6.5 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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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Proposed D

raft Labeling

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

90109880]Ud J0I0IQUISIP B]QUIED  8)01 4 Aq PEINQUISIPIO pRINPEJNUBL Jous| Pnpoid SL,

T

0926-6 1-008- 1/ SJUBLILLIOD 10 SUOIISaNY
SR Maaulmmu%mqumwm 0[E} ' BS0[RIONS 'GBBUN f1B8}s WNipos ‘8B B &)S Wi pos ‘8B j0ak 6 Yo ys R
wnpos ‘aeyms |AINe ) WnIpos ‘0ges 100AlB sua AL E o “UAIBIS PAYIPOL O YIIAN ‘8}BIPAYO LD BSD O8] ‘BJBU NS Location for
ajEle0E esolpUAY S0 Al idAy Toney By unuunpeuwmoﬂlwvz#ema 804 XEM BQMELIED BUIWED 'DYOOFE |Aue] lot mumber and
spuaipaibul annoeuj expiration date
\ (penunuos) spoe4 g / /
_|f — — / L
A arysjow way oajod pue(4/-89) 062-02 B avEm | « (BUIPa S| B) 8 BXB OIS W
0] JE L O | WEPOd W) SUEJU0D }| UOLIED By} d ey m {0008 Ju) \IH 40} saujIpa ) *MWGWFWMNSNUI
85N 310q SOU/WEM PUBSWRBIP Y} pEal M | (sBUppay we)shs ) 1hejau e
uoneuLoul 13yjQ fuapsw yeay) woﬂlp-
(auppaw Apxue) wedazepm
WOIPU0D SNBSS B Aq PASTIED 8Q SBUBWOS ABW UAIP|LD saujapaw jseak -pue 1o ebunyue wpdysadm
U WNqUEsH 10}00p B )jse 308 0 sJeak g| BpunuaIp|LO m Saupipaw Bujuuy 1 cojq) |E)so|10 10 PO ‘Ul BLEME
Dpop e Aq pejsalp ssajun syuowy B R :Bupfe) a1enok J1 asnalgjaq yspeutieyd D 1000PE N} 7
U1 U0 310w 10 SAEP | UEL BI0W D) 3)e}jou opm uedyxwos m
- o sywow pAiae esinod fep-y) & edal fewnofm fUWOA J0 BEMEUM
[1°) s (papaou Ji) sasino Aeg-t1 paeadoy 50| Ybiaw paulgidkeunm
5 “$191qE) HONS 10 ‘YSILIO ‘MaYD J0U0( "3|OUM MO]|EMmS | wnqyeay yum fepoped Suzsaym panbaym
8 .8 1000p 1N0AAQ P&l PSSA LN SABD { | LIBL S.10W JO} 88N} L OP M *U0jYpUO IS NOYBS <
0 KepB)&aqe) | By} a0Ww &ye} jou opm anwejoubiseaq BWSKL SPUOW £BAO LINGUESY PEYM
D B sfepy| 10} fephons ae)m :aney nok Ji asn a109( 10)00P B ) Y N
Bujwow ay} - - =
S g Ul B8 2I0j20 BIEM 0 SSEIDE U PITE] | MOJENSE N e e i e
= a WBuEal] Jo asine) Aeq-yi ssap BB | 0 ‘SIEpNOYS J0 Yoau Swie o fupeaidsued q
—_— sy 12 uym swojdufs p jal ‘Bupams m:qpmwmmmumnumwnmdmmn
a o apdwoo 16 gdoad awos Jaaya |y Joj SAEPY 0} | B} fEw y m zZzp 10 B papeayBl| UYM UNGLUESY M N
» © skep y} 1) S{00)3 YoBIq BE
— fep fiana ‘(sinoy tZ Aiare) fep & 8awo pasn aq ojs|janpoldsiy m I o Apooy Jo‘pooiq uim Bumwon ‘pooyBuimoyems ued Josgnosm 0o =
8 g JBp|opue abe Josmeak g} synpe o) W :aneynoA y1asnjouoq 4 g
[13) Suojaallq ajozexawo 0} a6ia|e 8.8 nok y asn Jou oq:pvje Abua '§§ =
é Q . '(ZZZI—'ZZZ-OgJ'LMHB!lﬁII181190 I30J WS BT 0.0 shujuep) g E u
0P &l }26 ‘9S00 J0 8SED | "UAIP|HD J0 LPEal Jo I daa
e O pawl J56 ‘ssopian0 p Ul uaIpiyo o 1p jasurrenp)é s ' 10818 1N10}SKED 0} } B} .’_n'a%
[Buossejnd ey Byse ‘Bupaa)-jsealq Jojueubasd j W Brup SIY}-uINGUESY JO 1811 8} B PALLLL | 10} PAPUBJUl PUM R=
RO 10 ST e doprap ok B Gy RO Nk m (¥eem e SAep 3701 70 Z SN2 0) LINQUESY uanbausw;g; BE g
Syjuow ¢ A1k AU EaI} §08SIN0D | UBL)BI0WBNE} O} peau NoAm k] @ 3
slepy a1y ngd ke ) ot [oonppoy o auuiow <538 %
1 10320p € € pueosn dorg | 25004d (121qe} yora uy) Jusipaibul anoy 8 ;E ; m
(panuguo) spoeq bnig sjoe4 bnig 3
N —)
h \ )
Jmeprazoie Delavea
»
NCa . 78] [~ ’ [}
0

g OmeniazolelDelayed
ReleasellablelsR20/my;
Q SWALLOW - DO NOT CHEW
- 42 Tablets
_\ VG?Idberry Mint Flavor Three 14-day courses of treatment /j

Safety Feature -
Do notuse if
printed tablet
blister unitis
open or torn.

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

DC 00000-000-00

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 Neue 57 d

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

LEADING: 6.5 pt

BULLETS: 5 pt Square with 2 M'S sp g between
TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed
HEAVY LINES: 1.5 pt

HAIRLINES: 0.5 pt

4-25-17
Reference ID: 4179522




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 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets (Bottle Carton)

m prescription antifungal or anti-yeast medicines
m diazepam (arxiety medicine)
m digoxin (heart medicine)

m methotrexate (arthritis medicine)

Ask a doctor or pharmacist before use if you are taking:
m warfarin, clopidogrel or cilostazol (blood-thinning medicines)

m tacrolimus or mycophenolate mofetil immune system medicines)
m prescription antiretrovirals (medicines for HIV infection)

4 months unless directed by a doctor

m children under 18 years of age: ask a doctor. Heartbum in children
may sometimes be caused by a serious condition.

Other information

m read the directions and wamings before use

m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture >

/

Reference ID: 4179522

000000000
. L 1
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Drug Facts Drug Facts (continued) Drug Facts (continued)
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if: m your heartburn continues or worsens Inactive ingredients
Omeprazole 20 mg. Acid reducer || m you need to take this product for more than 14 days benzy! alcohol, carmine, camauba wax,
m you need to take more than 1 course of treatment every 4 months FD&C blue #2/indigo carmine aluminum lake,
Use wmireats frequent heartbur (occurs 2 or more days a week) m you get diarrhea m you develop a rash or joint pain flavor hyp acetate
- m"}:‘d“’f forﬁ:r.nztedi?te rellef of heartbum; this drug may taks If pregnant or breast-feeding, ask a heafth professional before use. succinate, lactose monohydrate, menthol,
ays for ec Keep out of reach of children. In case of overdose, get medical help or modified starch, monoethanolamine,
wa""'ngs contact a Poison Control Center right away (1-800-222-1222). polyethylene glycol 3350, sodium lauryl
. sulfate, sodium starch ate, sodium
Allergy alert: Do not use if you are allergic to omeprazole Directions stearate, sodium steargmarate, sucralose,
Do not use if you have: ' m for adults 18 years of age and older talc, titanium dioxide, triacetin, triethyl citrate
m trouble or pain swallowing food, vomiting with blood, or bloody or m this product is to be used once a day (every 24 hours), every day for -
black stools ) o 14 days Questions or comments?
m heartbum with lightheadedness, sweating or dizziness m it may take 1 to 4 days for full effect; some people get complete relief 1-800-719-9260
m chest pain or shoulder pain with shortness of breath; sweating; of symptoms within 24 hours
pain spreading to arms, neck or shoulders; or lightheadedness 14-Day Course of Treatment
- m frequent chest pain
These may be signs of a serious condition, See your doctor. :m"gx r1y tg:efta wt:l; ::;I:ss of water before eating in the morning mmm .
Ask a doctor before use if you have: m do not take more than 1 tablet a day Dexcel Pharm‘ aTechndlogies Lid
m had heartbum over 3 months. This may be a sign of a more serious m do not use for more than 14 days unless directed by your doctor 10 Hakid StreetYokneunm?OOIs 1
condition. m swallow whole. Do not chew, crush, or suck tablets. ma Street, ) lrael
m frequent wheezing, mwmvwﬂh heartbum Repeated 14-Day Courses (if needed)
m unexplained weight loss m you may repeat a 14-day course every 4 months
W nausea or vomiting  m stomach pain m do not take for more than 14 days or more often than every

*This product is not manufactured or distributed
by Procter & Gamble, distributor of Prilsec 0TC®.

J

o

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

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

NDC 0000-000-00

m Avoid heartburn-causing foods such as rich,
spicy, fatly 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

Compare to Prilosec 0TC®*

2@

Acid Reducer

SWALLOW - DO NOT CHEW

42 Tablets

Safety Feature -
Do not use If printed
seal under cap Is
broken or missing

m

Coated with
Wildberry Mint Flavor e e A
40174 FAC3

Location for

STANDARD FORMAT

TYPE SIZES

(continued) 8 pt Neue 57

TITLE: 9 pt Heh;etl Neue 77 Bold Condensed Oblique
TITLE (continued): 8 pt Helvetica Neue 77 Bold Condensed Oblique

TEXT: 6 pt Helveti
LEADING: 6.5 pt

Neue 57 Cond: d

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

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

> lot number and
expiration date

4-25-17



This label may not be the latest approved by FDA.
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets
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Do not use if Do . = netab
printed tablet = . . =
blister unitis Do
\ open or tom. Quit smoking /
— FDA Approved ompare to Prilosec OTC® —

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

Release Tablets®20imy,

@

Coated with

Wildberry Mint Flavor

SWALLOW - DO NOT CHEW

42 Tablets

Three 14-day courses of freatment

Reference ID: 4179522

STANDARD FORMAT

TYPE SIZES:

(continued) 8 pt

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique
TITLE (continued): 8 pt Helvetica Neue 77 Bold Condensed Oblique
Neue 57 C

TEXT: 6 pt

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

Neue 57 C
LEADING: 6.5 pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

BULLETS: 5 pt Square with 2 M'S sp

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

L |
|
Tips for Managing Heartburn
m Do not lie flat or bend over m Avoid heartburn-causing foods such as rich,
( 5 after eating spicy, fatty or fried foods, chocolate, caffeine,
m Do not wear tight-fitting clothing alcohol and certain fruits and vegetables
around the stomach m Eat slowly and avoid big meals
m Do not eat before bedtime m If overweight, lose weight
m Raise the head of your bed m Quit smoking
J
Drug Facts Drug Facts (continued) Drug Facts (continued) FDA Appmved Compare to Prilosec OTC®*
Active ingredient (in each tablet) Purpose | Stop use and ask a doctorif:  m your heartburn continues or worsens Inactive ingredients
0 ole 20 mg. Acid reducer | m you need to take this product for more than 14 days benzyl alcohol, camine, carnauba wax,
m you need to take more than 1 course of treatment every 4 months FDA&C blue #2/indigo carmine aluminum lake,
Use  wmtreats frequent heartbum (occurs 2 or more days a week) m you get diarrhea m you develop a rash or joint pain
i not intended for immediate relif of heartburn; this drug may take flavor, hypromellose, hypromelloss acetate
"o 4 days for full ffect ; this drug may If pregnant or breast-feeding, ask a health professional before use. succinate, lactose monohydrate, menthol,
Keep out of reach of children. In case of overdose, get medical help or modified starch, monoethanolamine,
Wamings contact a Poison Control Center right away (1-800-222-1222). polyethylene glycol 3350, sodium lauryl
- - sulfate, sodium starch glycolate, sodium
Allergy alert: Do not use if you are allergic to omeprazole Directions stearate, sodium stearyl fumarate, sucralose,
Do not use if you have: m for aduts 18 years of age and older talc, titanium dioxide, triacetin, triethyl citrate
m trouble or pain swallowing food, vomiting with blood, or bloody or m this product is to be used once a day (every 24 hours), every day for
black stools ) . 14 days Questions or comments?
m heartburn with lightheadedness, sweating or dizziness m it may take 1 to 4 days for full effect; some people get complete relief 1-800-719-9260
m chest pain or shoulder pain with of breath; ymp within 24 hours
pain spreading to ams, neck or shoulders; or lightheadedness 14-Day Course of Treatment Treats Frequent ) G - - ¥
m frequent chest pain mswallow 1 tablet with a glass of water before eating in the moming Made inIsrael Heartburn! | ) m e, a ea
These may be signs of a serious condition. See your doctor. m take every day for 14 days Manufactured by Occurring 17 v
Ask a doctor before use if you have: m do not take more than 1 tablet a day . . :
m had heartburn over 3 months. This may be a sign of a more serious m do not use for more than 14 days unless directed by your doctor Dexcel Pharma Technologies Ltd 2 ora"V:;'dl(hv’ I 2 = 5
condition. m swallow whole. Do not chew, crush, or suck tablets. 10 Hakidma Street, Yokneam 2069200, Israel 2 n7
m frequent wheezing, particularly with heartburn Repeated 14-Day Courses (if needed) ! g
m unexplained weight loss m you may repeat a 14-day course every 4 months .
m nausea o vomiting _m stomach pain m do not take for more than 14 days or more often than every Acid Reducer
Ask a doctor or pharmacist before use if you are taking: 4 months unless directed by a doctor
m warfarin, clopidogrel or cilostazol (blood-thinning medicines) m children under 18 years of age: ask a doctor. Heartburn in children SWALLOW - DO NOT CHEW
m prescription antifungal or anti-yeast medicines may sometimes be caused by a serious condition. 42 T bl t
m diazepam (anxiety medicine) - - a e S
m digoxin (heart medicine) Other information
m tacrolimus or mycophenolate mofetil (immune system medicines) m read the directions and warnings before use “This productis not manufactured or distributed Coated with
m prescription antiretrovirals (medicines for HIV infection) m keep the carton. It contains important information. : Three 14-day courses of treatment
m methotrexate farthrts medicing) » | = stor at 20-25°c (8.7 and protectfrom meisture > by Procter & Gamble, distributor of Priloszc OTCE. Wildberry Mint Flavor 3 BOTTLES INSIDE

Reference ID: 4179522

|
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LODE AREA
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Safety Feature -
Do not use If printed
seal under cap Is
broken or missing

Location for
> lot number and

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 Neue 57

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

LEADING: 6.5 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

expiration date

7-11-17



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 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets
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Treats Frequent Heartburn!

& ? Occurring 2 Or More Days a Week

Nelayeo,
TabletsR20/n;

Acid Reducer

@

Coated with
Wildberry Mint Flavor

SWALLOW - DO NOT CHEW

42 Tablets

Three 14-day courses of treatment

000000000

STANDARD FORMAT

TYPE SIZES:

Reference ID: 4179522

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 C d

LEADING: 6.5 pt

BULLETS: 5 pt Square with 2 M'S sp g bety

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

HAIRLINES: 0.5 pt

7-11-17



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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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
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42 Tablets (Bottle Carton)
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Drug Facts

Drug Facts (continued)

Purpose

Active ingredient (in each tablet)
0 le 20 mg. Acid reducer

Use wmtreats frequent heartbum (occurs 2 or more days a week)
mnot fori diate relief of this drug may take
1o 4 days for full effect

Stop use and ask a doctorif: m your heartburn continues or worsens
m you need to take this product for more than 14 days

m 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

—
Warnings
Allergy alert: Do not use if you are allergic to omeprazole

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).

Do not use if you have:

m trouble or pain swallowing food, vomiting with blood, or bloody or
black stools

m heartburn with lightheadedness, sweating or dizziness

m chest pain or shoulder pain with of breath;

Directions

m for adults 18 years of age and older

m this product is to be used once a day (every 24 hours), every day for
14 days

m it may take 1 to 4 days for full effect; some people get complete relief
of symp

pain spreading to arms, neck or shoulders; or lightheadedness
- m frequent chest pain
These may be signs of a serious condition. See your doctor.

Ask a doctor before use if you have:

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

m frequent wheezing, particularly with heartburn

m unexplained weight loss

m nausea or vomiting  m stomach pain

Ask a doctor or pharmacist before use if you are taking:

m warfarin, clopidogrel or cilostazol (blood-thinning medicines)

m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)

m digoxin (heart medicine)

m tacrolimus or mycophenolate mofetil immune system medicines)
for HIV infection)

in 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the moming
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every

4 months unless directed by a doctor

m children under 18 years of age: ask a doctor. Heartburn in children

may sometimes be caused by a serious condition.

Drug Facts (continued)

Inactive ingredients
benzy alcohol, carmine, carnauba wax,

FD&C blue #2/indigo carmine aluminum lake,
flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine,
polyethylene glycol 3350, sodium lauryl
sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
talc, titanium dioxide, triacetin, triethyl citrate

DIE CUT
WINDOW

Questions or comments?
1-800-719-9260
Treats Frequent
Madein Israel Heartburn!
Manufactured by: Occurring
Dexcel Pharma Technologies Ld 2 Or More Days
10 Hakidma Street, Yokneam 2069200, Israel a Week

[ ]
m methotrexate (arthritis medicine) >

Other information

m read the directions and warnings before use

m keep the carton. it contains important information.

m store at 20-25°C (68-77°F) and protect from moisture >

¢

*This productis not manufactured or distributed Coated with )
Wildberry Mint Flavor

by Procter & Gamble, distributor of Prilosec OTC®.
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets
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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 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

000000000 42 Tablets (Bottle Carton)
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Drug Facts Drug Facts (continued) Drug Facts (continued) 28 + 14 FREE
;{Icﬁve in%ztzien! (in each tablet) Purpose | Stop use and ask a doctor if: m your heartbum continues or worsens Inactive ingredients

Acid reducer

—
Use wmitreats frequent heartburn (occurs 2 or more days a week)
m not intended for immediate relief of heartburn; this drug may take

1 to 4 days for ful effect

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

Warnings

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

Do not use if you have:

m trouble or pain swallowing food, vomiting with blood, or bloody or
black stools

m heartbum with lightheadedness, sweating or dizziness

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

- m frequent chest pain

These may be signs of a serious condition. See your doctor.

Ask a doctor before use if you have:

m had heartbum over 3 months. This may be a sign of a more serious
condition.

m frequent wheezing, particularly with heartburn

m unexplained weight loss

m nausea or vomiting  m stomach pain

Ask a doctor or pharmacist before use if you are taking:

m warfarin, dlopidogrel or cilostazol (blood-thinning medicines)
m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)
m digoxin (heart medicine)

[ ] or

mofetil

system
for HIV

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).

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours), every day for
14 days
m it may take 1 to 4 days for full effect; some people get complete relief
of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the morning
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartbum in children
may sometimes be caused by a serious condition.

W prescrip!
m methotrexate (arthritis medicine) >

Other information

m read the directions and warnings before use

m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture >

/

000000000

Reference ID: 4179522

benzyl alcohol, carmine, camauba wax,
FD&C blue #2/indigo carmine aluminum lake,
flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine,
polyethylene glycol 3350, sodium lauryl
sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
talc, titanium dioxide, triacetin, triethyl citrate

Questions or comments?
1-800-719-9260

DIE CUT

Made in Israel

Manufactured by:
Dexcel PharmaTechnologies Ltd
10 Hakidma Street, Yokneam 2069200, Israel

*This product is not manufactured or distributed
by Procter & Gamble, distributor of Prilasec 0TC®.

Coated with
Wildberry Mint Flavor

DIE CUT

Acid Reducer
SWALLOW - DO NOT CHEW

DIE CUT
WINDOW & WINDOW B WINDOW

20mo|

42 Tablets

Three 14-day courses of treatment

3 BOTTLES INSIDE
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HAIRLINES: 0.5 pt
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42 Tablets
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Drug Facts Drug Facts (continued) Drug Facts (continued)
Active i"grediem (in each mb[g{) Purpase Stop use and ask a doctor if: m your heartbum continues or worsens Inactive ingredients
ed to take this product for than 14 d
imepfazole 20mg A redueer :x: med tg take mo«grtgdan 1 cwr::eof trer;atmmaty:very 4 months benzylalcohol, carmine, camauba wax,

110 4 days for full effect

Use mireats frequent heartburn (occurs 2 or more days a week)
m not intended for immediate relief of heartburn; this drug may take

m you get diarrhea m you develop a rash or joint pain

Warnings

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

Do not use if you have:
black stools

- m frequent chest pain

m heartbum with lightheadedness, sweating or dizziness
m chest pain or shoulder pain with shortness of breath; sweating;
pain spreading to arms, neck or shoulders; or lightheadedness

These may be signs of a serious condition. See your doctor.

m trouble or pain swallowing food, vomiting with blood, or bloody or

Ask a doctor before use if you have:

condition.
m frequent wheezing, particularly with heartburn
m unexplained weight loss
m nausea or vomiting  m stomach pain

m had heartbum over 3 months. This may be a sign of a more serious

m prescription antifungal or anti-yeast medicines
m diazepam (arxiety medicine)

m digoxin (heart medicine)

] or

Ask a doctor or pharmacist before use if you are taking:
m warfarin, dopidogrel or cilostazol (blood-thinning medicines)

up
m methotrexate (arthritis medicine)

mofetil (i system
antir (medicines for HIV infection)

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).

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours), every day for
14 days
m it may take 1 to 4 days for full effect; some people get complete relief
of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the morning
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartbum in children
may sometimes be caused by a serious condition.

Other information

m read the directions and warnings before use

m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture >

/

flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine,
polyethylene glycol 3350, sodium lauryl
sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
tale, titanium dioxide, triacetin, triethyl citrate

FD&C blue #2/indigo carmine aluminum lake,

Reference ID: 4179522
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m Do not wear tight-fitting clothing
around the stomach

m Do not eat before bedtime

m Raise the head of your bed

Bonus! 14 Free Compare to Prilosec 0TC®*

Tips for Managing Heartbum
m Do not lie flat or bend over
after eating

m Avoid heartbum-causing foods such as rich,

spicy, fatty or fried foods, chocolate, caffeine,

m Quit smoking

alcohol and certain fruits and vegetables
m Eat slowly and avoid big meals
m If overweight, lose weight
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Tips for Managing Heartbum

>, 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

Drug Facts Drug Facts (continued) Drug Facts (continued)
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if:  m your heartbum continues or worsens s 7

Omeprazole go ma. ( ) Aqurr,e’:wer m you need to take this product for more than 14 days ﬁf}f’,ﬁ{{,’{%’,’%ﬁ‘,’,{e"fﬁm wax
= m you need to take more than 1 course of treatment every 4 months p . .

110 4 days for full effect

Use wmtreats frequent heartburn (occurs 2 or more days a week)
m not intended for immediate relief of heartburn; this drug may take

Warnings

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

Do not use if you have:

black stools
m chest pain or shoulder pain with shortness of
- m frequent chest pain

m trouble or pain swallowing food, vomiting with blood, or bloody or
m heartbum with lightheadedness, sweating or dizziness

breath; sweating;
pain spreading to arms, neck or shoulders; or lightheadedness

These may be signs of a serious condition. See your doctor.

Ask a doctor before use if you have:

condition.
m frequent wheezing, particularly with heartburn
m unexplained weight loss
m nausea or vomiting  m stomach pain

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

m prescription antifungal or anti-yeast medicines
m diazepam (anxiety medicine)
m digoxin (heart medicine)

m methotrexate (arthritis medicine)

Ask a doctor or pharmacist before use if you are taking:
m warfarin, clopidogrel or cilostazol (blood-thinning medicines)

m tacrolimus or mycophenolate mofetil jmmune system medicines)
m prescription antiretrovirals (medicines for HIV infection)

FD&C blue #2/indigo carmine aluminum lake,
flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine,
polyethylene glycol 3350, sodium lauryl

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).

sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
talc, titanium dioxide, triacetin, triethyl citrate

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours), every day for

/

Reference ID: 4179522

m Avoid heartbum-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

Bonus Pack! 14 Free Compare to Prilosec 0TC®*
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42 28 Tablets

Three Two 14-day courses of treatment
3 ZBOTTLES INSIDE

Ac:d Reducer
SWALLOW - DO NOT CHEW

Safety Feature -
Do not use If printed
seal under cap Is
broken or missing
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LODE AREA

Location for

14 days Questions or comments?
m it may take 1 to 4 days for full effect; some people get complete relief 1-800-719-9260

of symptoms within 24 hours

14-Day Gourse of Treatment Treats Frequent

m swallow 1 tablet with a glass of water before eating in the morning Made in Israel Heartburn!

= o o ke mers thn 1 et amtachrodts: L

[ ] e more aday .

m do not use for more than 14 days unless directed by your doctor Dexcel PharmaTechnologies Lid 2 Orallvt;:o*Days

m swallow whole. Do not chew, crush, or suck tablets. 10Hakidma Street, Yokneam 2069200, lsrael

Repeated 14-Day C (if needed)

lyou may repeat a 14—dayooutssevery4 months

m do not take for more than 14 days or more often than every

4 months unless directed by a doctor

m children under 18 years of age: ask a doctor. Heartbum in children

may sometimes be caused by a serious condition. \
Other information
m read the directions and warnings before use “This Coated with

product is not manufactured or distributed w
m keep the carton. It contains important information. i g H
I Store at 20.25°C (8B.77°F) and proteet from moisture > by Procter & Gamble, distributor of Prilasec 0TC®. Wildberry Mint Flavor
\V 0
40174 FA C3-D
r 1 -
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TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

LEADING: 6.5 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

> lot number and
expiration date

7-11-17



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

5010985 |Ud J010}NqUIS 1P ‘4QUED B B0l Aq PaInqLl Sp 1o painpejueLlo S pnpoid sy L.

0X6-61L-008- | SJUBLUILLIOD 10 SUOIIS3NY
B0 1A &1} U081 €D IXDIP WIN|UEY |} 'O [E} ‘3SO[e.INS ‘ SlEEwny |AIBs]S WNPGs ‘3}BIea]S WNIpos ‘e 0okib yaiels R
unpos‘ayeyns |ANg wnipos PSEE PP aus)fipafod ‘ aul B UBYE CUOW ‘YIIBlS Pay P AU PUIUBL ‘8] BIPAJ OUOW BS 0J0B] ‘B BURINS Location for
a)e1308 8s0jpwodAy ‘Bsapwoid/Ay J0Ae)) ‘BxE| wnuiwne auped cBipuyz# aniq 9%a4 Yem Bqrewed ' aup es Pupae Kzusq lot number and
sjuaipalbur aAgoeu| expiration date
\ (penunuoo) spoe4 bnig / 2
M| - / L
[ — - —)
A ainsow waij joepad pue (4, 22 -89) 9,520z 18 aloism | (aupIpaw spUYYE) SRBpYPW |
*UOREULIOM) 1IBY odw| SUE 0D § "UchED &y} dasxm {Uogoap) A4 Joj sauipaw) s|eIAgalE uogd e m
&N 8J0jaq SHUIWEBM pUE suCjoallp By peal | lapaw we ks 1) e Jow age jousydo A w 10 snwoIoe] |
uoneuriojul BY10 (aupipaw uesly uxcbip m
(Bupipaw fp k) wedszep m
U0 Puod SNojBs & Aq pasnied aq sawwp au osKau uaIpjiud saupaw jseak-gue Jo (ebunyue uogduosad m
UjuNGUESH 1000p € HsE 308 J0seak g} 1epun uapyOm (sauipaw Buuiyl-poop) (azejsoio Jo |aiBopidojo ‘ule)em m
10320p € £q p@2eJIP SSI|UN SYUOW P K1 8 :Bupfe)ale no £ j1 asn a10J9q Jspeunieyd 101030 & XY
UL} UaYO0 310w 10 SAEP {1 UBY) A10W 10§ X} J0U Opm ued yewols m
o0 sypau y Ki9as 8sin0okep-y| € Jeadal ew nofm BURLLOA D B3SNEY W
D s (papasuyl) sasam) Aeg-y | popaday ss0 Jybiom paurg|dxaun m
. “SIPIIE] XPNS 10 ‘Y SND MaY 90U of JJOyM AMDj|EMS | wngyeay yim Apenaped Suizaaym juanbsly m
g D )00 ok £ pajasip sSaun SKED bl UBY} @I0W 10) &N Jou cpm "UDJpU0) SOUES <
» =] K¥p B 18(qE) | UBY &0W a)e}puopm alau B pubise eq fBw Sy "SYNIOW € 180 LNQLESY PBY W
(5 B shepy| Joj feg lave ayeym BAeY Nok J1asn aD)aqIopop B OHEY N
ujwow ag :
P | g u) Guies 810\ JBBM J0 SSES B UIM JAGE} | MO[EMS B DR nok eeg mupmomqnseﬂ;lﬁsﬁg:gré =
Q — e ugeal| p asine feqyi ‘ .
[l ) ssaupepeayp i) 1o ssapnots Jo yoeu ‘au e o) fupeaxs ued
_— SN0 yZ UM swapduxs Jo i) ‘Buyeams yBalq 40 ssaupays yymued Bpinoys o ued 15y m
D b a)gdu oo 190 8doed awos oaya [y o) shep ¢ o} | e} Aew |m ssauzzP.10 Bureams ‘s saup apeay by yum wngeay m _ H
&S S 140} sjo0js 6(q BE
— Kep Aiana‘(snoy pzAens)kepe saopasnaq o} s prpaid M | joApooq 0 oojquim Buwu oa pooy Bumoems ued o gqnos m = =
8 % 1epjopue abe Jo seakgy syrpe 1ojm :aney ok 1 asn jJou og -gg
5 [13) suonoallq gozexawo 0} 2168|818 nok y &n puoq Pag AB.|y 8% =
S QU €221-z2-008- 1) BME 1B 18)U8) 0100 UDS|Qd B} 2EXI00 10 sbupem E u
djay e paw }80' & 0pIaADJ 085ED U] UBIPIRP JOOE IS0 IO db 3y I o
e fewBnup siyy UHQIBWB’PI;';‘JWL“"U?H D?:’;ql;’ll!l;(’;}l E%
ewoissap.d yyeay & yse ‘Guipaa)-jsealq 10 jueuliaid L E<
uged pof Jo yselr edopepnokm  eayelp pbnokm leepalwlazsnom)unq;muumbegsaa;;”- _ Egg g
S OW  AIBABIUBWIES 1} 08SN0I | UBYIS.OW SHE} 0} pau noAm g § E o
SKED 1 UBU} 2J0w 0} }npo.d S|y} 8XE} 0} P ;' 180npaJ poy fw (g sppzRIdBWQ =] .g § g
SUBSIOM JOSENURLOD WNQYERY NoAm 5
2 1mo0pe s pusasndg | 25094nd (13192} yoea uy) Juaipaibu aARoy § 5383 9
{panunuod) sjoe4 g spoed Bnig 2
A — —
Jmeprazole Delavea
1]
o [vle = 78] [HK ’ [}
0 0000"0000 0
ps fo g Heartb
Safety Feature - S
Do not use if g dothing alcoho
printed tablet Eat slo
blister unitis d —
\ — our bed Q o
-
— Triple Pack mree 14-day courses of treatment

Reference ID: 4179522

Treats Frequent Heartburn!

Occurring 2 Or More Days a Week

helease

Tablets®20/my;

Acid Reducer

Q SWALLOW - DO NOT CHEW
42 Tablets
Coated with
Wildberry Mint Flavor Three 14-day courses of treatment

STANDARD FORMAT

TYPE SIZES:

(continued) 8 pt

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique
TITLE (continued): 8 pt Helvetica Neue 77 Bold Condensed Oblique
Neue 57 Cond d

TEXT: 6 pt

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

Neue 57
LEADING: 6.5 pt
BULLETS: 5 pt Square with 2 M'S

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TELEPHONE #:6 pt Helvetica Neue 77 Bold Condensed

7-11-17

00000000



|

”/

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 22-032

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

42 Tablets (Bottle Carton)

"Drug Facts

Drug Facts (continued)

Active ingredient (in each tablet)
01 20 mg.

Purpose
Acid reducer

Use wmitreats frequent heartburn (occurs 2 or more days a week)

m not intended for immediate relief of heartbum;
1 to 4 days for full effect

this drug may take

Warnings

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

Do not use if you have:
m trouble or pain swallowing food, vomiting with
black stools

blood, or bloody or

m heartbum with lightheadedness, sweating or dizziness
m chest pain or shoulder pain with shortness of breath; sweating;
pain spreading to arms, neck or shoulders; or lightheadedness

m frequent chest pain

These may be signs of a serious condition. See your doctor.

Ask a doctor before use if you have:

m had heartbum over 3 months. This may be a sign of a more serious

condition.
m frequent wheezing, particularly with heartbum
L ] ined weight loss
m nausea or vomiting  m stomach pain

Ask a doctor or pharmacist before use if you are taking:
m warfarin, clopidogrel or cilostazol (blood-thinning medicines)

m prescription antifungal or anti-yeast medicines
m diazepam (anxiety medicine)

m digoxin (heart medicine)

m tacrolimus or my

system

m prescription antiretrovirals (medclnes for HIV infection)

m methotrexate (arthritis medicine)

Stop use and ask a doctor if: = your heartburn continues or worsens
m you need to take this product for more than 14 days

m 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 heafth 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).

Directions
m for adults 18 years of age and older
m this product is to be used once a day (every 24 hours), every day for
14 days
m it may take 1 to 4 days for full effect; some people get complete relief
of symptoms within 24 hours
14-Day Course of Treatment
m swallow 1 tablet with a glass of water before eating in the morning
m take every day for 14 days
m do not take more than 1 tablet a day
m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.
Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months
m do not take for more than 14 days or more often than every
4 months unless directed by a doctor
m children under 18 years of age: ask a doctor. Heartbum in children
may sometimes be caused by a serious condition.

Drug Facts (continued)

Inactive ingredients

benzyl alcohol, carmine, camauba wax,
FD&C blue #2/indigo carmine aluminum lake,
flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine,
polyethylene glycol 3350, sodium lauryl
sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
tale, titanium dioxide, triacetin, triethyl citrate

Other information

m read the directions and wamings before use

m keep the carton. It contains important information.

m store at 20-25°C (68-77°F) and protect from moisture >

Reference ID: 4179522

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 heartbum-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

Triple PacKk ruree 14-day courses of treatment Compare i Prilosac 0TC°*

20/my

Acid Reducer
SWALLOW - DO NOT CHEW

Questions or comments?
1-800-719-9260
Treats Frequent

Madein Israel Heartburn!
Manufactured by: Occurring
Dexrcel PharmaTechnologies Ltd 2 Or More Days
10 Hakidma Street, Yokneam 2069200, Israel a Week
*This product is not manufactured or distributed Coated with :

by Procter & Gamble, istributor of Prilosec OTC®. Wildberry Mint Flavor

42 Tablets

Three 14-day courses of treatment
OTTLES INSIDE

Safety Feature -
Do not use if printed
seal under cap Is
broken or missing
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TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique

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

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

TEXT: 6 pt Neue 57 d

LEADING: 6.5 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
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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 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets (Club Size)
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3 P A a K Three 14-day courses of treatment

Acid Reducer
SWALLOW - DO NOT CHEW

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

meprazole:Delayed.

Compare to Prilosec 0TC®*
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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 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)

Tips for Managing Heartbum
m Do not lie fiat 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 Quit smoking

3 P A CK Three 14-day courses of treatment

000000000 42 Tablets (Bottle Carton)
L 1
C S
Drug Facts Drug Facts (continued) Drug Facts (continued)
Active ingredient (in each tablet) Purpose | Stop use and ask a doctor if: m your heartbum continues or worsens va i i
Omeprazole 20 mg. Acid reducer | ® you need to take this product for more than 14 days é{f&%ﬂfgﬁfggﬁa‘m wax
m you need to take more than 1 course of treatment every 4 months FD&C blue £2 /'Indlgo caimlne alumlnurh ake.
Use mitreats frequent heartburn (occurs 2 or more days a week) m you get diarrhea m you develop a rash or joint pain '
= not o relief of heartburn; this drug may take flavor, hypromellose, hypromellose acetate
110 4 days for full effect ' If pregnant or breast-feeding, ask a health professional before use. succinate, lactose monohydrate, menthol,
ys Keep out of reach of children. In case of overdose, get medical help or modified starch, monoethanolamine,
wam,'ngs contact a Poison Control Center right away (1-800-222-1222). polyethylene glycol 3350, sodium lauryl
Allergy alert: Do not use if you are allergic to omeprazole sulfate, sodium starch glycolate, sodium
Do nr:(v use if you have: = . = egfefamﬁ years of age and older e o
tale, titanium dioxide, triacetin, triethyl citrate
m trouble or pain swallowing food, vomiting with blood, or bloody or m this product is to be used once a day (every 24 hours), every day for e, i
Dlackstooks . 14 days Questions or comments?
m heartbum with lightheadedness, sweating or dizziness m it may take 1 to 4 days for full effect; some people get complete relief 1-800-719-9260
m chest pain or shoulder pain with shortness of breath; sweating; of symptoms within 24 hours
pain ﬁ:ta:“:g t:d arms, neck or shoulders; or lightheadedness 14-Day Course of Treatment Treats Frequent
& irequent chest pain m swallow 1 tablet with a glass of water before eating in the morn Made in Israel !
These may be signs of a serious condition. See your doctor. m take every day for 14 dags " ing actured by: mnrg
Ask a doctor before use if you have: m do not take more than 1 tablet a day Manu § .
w had heartburn over 3 months. This may be a sign of a more serious m do not use for more than 14 days unless directed by your doctor Dexcel PharmaTechnalogies Ltd e 0raﬂv|;:o*ﬂays
condition. m swallow whole. Do not chew, crush, or suck tablets. 10Hakidma Street, Yokneam 2066200, srael
m frequent wheezing, particularly with heartburn Repeated 14-Day C (if needed)
m unexplained weight loss m you may repeat a 14-day course every 4 months
m nausea or vomiting  m stomach pain m do not take for more than 14 days or more often than every
Ask a doctor or pharmacist before use if you are taking: 4 months unless directed by a doctor
m warfarin, clopidogrel or cilostazol (blood-thinning medicines) m children under 18 years of age: ask a doctor. Heartbum in children
m prescription antifungal or anti-yeast medicines may sometimes be caused by a serious condition. Y
m diazepam (anxiety medicine) = -
m digoxin (heart medicine) Othg mzrgpng;ﬂm s befors
m tacrolimus or mycophenolate mofetil fmmune system medicines) mre: rections and warnings use *This product is not manufactured or distributed Coated with
m prescription antiretrovirals (medicines for HIV infection) m keep the carton. It contains important information. by Practr & Gamble, disrouta of Priosac OTCP. Wildberry Mint Flavor
m methotrexate (arthritis medicine) » | m store at 20-25°C (68-77°F) and protect from moisture > !

Reference ID: 4179522
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Release Tablets

Acid Reducer

SWALLOW - DO NOT CHEW

m Avoid heartbum-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

Compare to Prilosec 0TC®*
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42 Tablets

Three 14-day courses of treatment
3 BOTTLES INSIDE
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SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed

LEADING: 6.5 pt
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HAIRLINES: 0.5 pt

BULLETS: 5 pt Square with 2 M'S spacing between statements
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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

Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets (Club Size)
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OmeprazolelDelayed

Coated with
Wildbe ry Mint Flavor Three 14-day courses of treatment

Compare to Prilosec 0TC®*

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week

NDC 00000-000-00 -

ple.

Acid Reducer
SWALLOW - DO NOT CHEW

42 Tablets
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets (Bottle Carton)

:

[Drug Facts

Drug Facts (continued)

Active ingredient (in each tablet)
Omeprazole 20 mg

Use wmtreats frequent heartbum (occurs 2 or more days a week)
m not intended for immediate relief of heartburn; this drug may take

1 10 4 days for full effect

Warnings

Stop use and ask a doctor if: = your heartbum continues or worsens

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

m you need to take more than 1 course of treatment every 4 months
m you develop a rash or joint pain

m you get diarrhea

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).

Allergy alert: Do not use if you are allergic to

Do not use if you have:

m trouble or pain swallowing food, vomiting with blood, or bloody or
s

m heartburn with lightheadedness, sweating or dizziness
m chest pain or shoulder pain with shortness of breath; sweating;
pain spreading to arms, neck or shoulders; or lightheadedness

m frequent chest pain

These may be signs of a serious condition. See your doctor.

Ask a doctor before use if you have:

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

condition.

m frequent wheezing, particularly with heartburn

m unexplained weight loss
m nausea or vomiting  m stomach pain

Ask adoctor nr phsmaelst before use if you are taking:
m warfarin, | or (blood-thinning

m prescription antifungal or anti-yeast medicines

m diazepam (anxiety medicine)
mdigoxin (heart medicine)

- tacrolimus or mycophenolate mofetil (immune system medicines)
dicines for HIV i

l methotrexate (arthritis medicine)

Directions
m for adults 18 years of age and older

m this product is to be used once a day (every 24 hours), every day for
14
m it may take 1 to 4 days for full effect; some people get complete relief

of symptoms within 24 hours
14-Day Course of Treatment

m swallow 1 tablet with a glass of water before eating in the morning

m take every day for 14 days
m do not take more than 1 tablet a day

m do not use for more than 14 days unless directed by your doctor
m swallow whole. Do not chew, crush, or suck tablets.

Repeated 14-Day Courses (if needed)
m you may repeat a 14-day course every 4 months

m do not take for more than 14 days or more often than every

4 months unless directed by a doctor

m children under 18 years of age: ask a doctor. Heartbum in children

may sometimes be caused by a serious condition.

Other information

m read the directions and warnings before use

m keep the carton. it contains important information.

m store at 20-25°C (68-77°F) and protect from moisture

”/

Reference ID: 4179522

Drug Facts (continued)

Inactive ingredients

benzyl alcohol, carmine, carnauba wax,
FD&C blue #2/indigo carmine aluminum lake,
flavor, hypromellose, hypromellose acetate
succinate, lactose monohydrate, menthol,
modified starch, monoethanolamine,
polyethylene glycol 3350, sodium lauryl
sulfate, sodium starch glycolate, sodium
stearate, sodium stearyl fumarate, sucralose,
tale, titanium dioxide, triacetin, triethyl citrate

Questions or comments?
1-800-719-9260

Made in Israel

Manufactured by:

Dexrel Pharma Technologies Lid
10 Hakidma Street, Yokneam 2069200, Israel

*This product is not manufactured or distributed
by Procter & Gamble, distributor of Prilosec OTC®.
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STANDARD FORMAT

TYPE SIZES:

TITLE: 9 pt Helvetica Neue 77 Bold Condensed Oblique
TITLE (continued): 8 pt Helvetica Neue 77 Bold Condensed Oblique
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TEXT: 6 pt Neue 57 Cond

(continued) 8 pt Neue 57 Cond
HEADINGS: 8 pt Helvetica Neue 77 Bold Condensed Oblique
SUBHEADINGS: 6 pt Helvetica Neue 77 Bold Condensed

LEADING: 6.5 pt
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BULLETS: 5 pt Square with 2 M'S spacing between statements
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
14 Tablets Peel 0ff Coupon

FRONT PANEL

Compare to Prilosec 0TC®*

NDC 00000-000-00

Treats Frequent Heartburn!
Occurring 2 Or More Days a Week
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¢ 14 Tablets

91574 FA CP4 One 14-day course of treatment
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Proposed Draft Labeling
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Omeprazole Delayed Release Tablets, 20 mg
14 Tablets (Bottle Carton) Peel 0ff Coupon
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Omeprazole Delayed Release Tablets, 20 mg
28 Tablets Peel 0ff Coupon
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Compare to Prilosec 0TC®*
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Occurring 2 Or More Days a Week

Omeprazole Dela yed

Q 28 Tablets
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Proposed Draft Labeling
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Omeprazole Delayed Release Tablets, 20 mg
28 Tahlets (Bottle Carton) Peel 0ff Coupon
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
42 Tahlets Peel 0ff Coupon

FRONT PANEL

Compare to Prilosec 0TC®*
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Treats Frequent Heartburn!
Occurring 2 Or More Days a Week
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Q 42 Tablets
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg
42 Tablets (Bottle Carton) Peel 0ff Coupon
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SAVE sX NOW!

NDC 0000-000-00 Compare to Prilosec 0TC®*
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42 Tablets

Three 14-day courses of treatment
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Acid Reducer

915D7 FA CP4

BACK PANEL

( SAVE sX NOW!
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
14 Tablets (Bottle Carton) Peel 0ff Coupon
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Proposed Draft Labeling
NDA 22-032
Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
28 Tablets Peel 0ff Coupon
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d

Compare to Prilosec 0TC®*

NDC 00000-000-00
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Coated with 28 Tablets
Wildberry Mint Flavor
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
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Proposed Draft Labeling
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Omeprazole Delayed Release Tablets, 20 mg (Wildberry Mint)
42 Tablets Peel 0ff Coupon
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