OMEPRAZOLE- omeprazole tablet, delayed release
Chain Drug Marketing Association INC

Omeprazole Delayed Release Tablets

Active ingredient(s)

Omeprazole USP, 20 mg

Purpose

Acid reducer

Use(s)

e treats frequent heartburn (occurs 2 or more days a week)

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

Warnings

Allergy alert:

e do not use if you are allergic to omeprazole

e omeprazole may cause severe skin reactions. Symptoms may include:
o skin reddening
o blisters
o rash

If an allergic reaction occurs, stop use and seek medical help right away.

Do not use if you have:

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

e heartburn with lightheadedness, sweating or dizziness

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

e frequent chest pain
These may be signs of a serious condition. See your doctor.

Ask a doctor before use if you have:

e had heartburn over 3 months. This may be a sign of a more serious condition.
frequent wheezing, particularly with heartburn

unexplained weight loss

nausea or vomiting

stomach pain

Ask a doctor or pharmacist before use if you are
e taking a prescription drug. Acid reducers may interact with certain prescription



drugs.

Stop use and ask doctor if:

your heartburn continues or worsens

you need to take this product for more than 14 days

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

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)

Directions

e for adults 18 years of age and older

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

e 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

swallow 1 tablet with a glass of water before eating in the morning
take every day for 14 days

do not take more than 1 tablet a day

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

Repeated 14-Day Courses (if needed)

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

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

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

Other information

e read the directions and warnings before use

e keep the carton. It contains important information.

e store at 20 to 25°C (68 to 77° F) and protect from moisture

Inactive ingredients

ammonia solution, ammonium hydroxide, carnauba wax, hypromellose, hypromellose
acetate succinate, iron oxide black, lactose monohydrate, monoethanolamine, n-butyl
alcohol, polyethylene glycol, polyvinyl alcohol, povidone, propylene glycol, red iron oxide,
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Questions or comments?
call 1-888-375-3784
Distributed by

CDMA, Inc.

Novi, Ml 48375

www.qualitychoice.com

800-935-2362

Made in India
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Treats Frequent Heartburn

One 14-Day Course of Treatment

Delayed-Release Tablets
May Take 1to 4 Days for Full Effect

20 mg
Frequent Heartburn Relief

24 HR Acid Reducer

14 Tablets

Omeprazole

i

< shep p|
Jo} fiep faana “(snoy

17z fina) fep e 20u0 pasn
8q 0} si Jonpoud sy} m
Japjo pue abe jo s1eak g|
s||npe o} m SUORIAJIQ
‘(gee1-zgz-008-1)

eme L Jajua)

[A3UD7 UOSIO B }7BJU09 JO
djay [earpaw 126 ‘asopano
{0 8SEQ U] “LBIP[IYD
Joyaeai jo jno daay -asn
al0jaq [euoisssjoud yjesy
v)jse ‘buipaej-jseaiq

10 jueufiaid |

ured jurol Jo yse) & dojanap
nok m eayLep 196 nof m
SLpuoLl 7 fUne JuaLuyess)
10 35IN00 | LeY} 20w

a3} 01 paau nof m shep

. ueyy aJow Joj janpoud
SILj e} 0} pasu nok m
SUBSIOM JO SBNUIJU0D
wingueay Jnok m:j
swg B jse pue asn dojg
sBrup uondiosaid uiepaa
LI Peiagul few s1anpal
poy *Brup uonduasaid e
Bupje aie nof i asn alojag
Jsiaeuneyd Jo Joop e sy
ured yseways m Bunwion
Joeasneu m ssq| JyBiam
pauire|dxaun m WIngheay
g Apenonyed ‘Buizasym
anbay m uonpuod
snouias aiow e o ufiis e

aq few siyy] "SyJUOLW § BAD
uIngyeay pey m :aAey nok
Jl 8N 210430 J0j0p B }SY
(panunuos) spae4 g

_m__o_u_sn_ M_o_._ou_ﬁ _?_;_8
‘102|6 auajAugadjod ‘oyoafe fing-u
‘auILejouBYjaoUOW ‘alepALouow
as0}0e| “oB|q apIXO0 UoJ| ‘ajeuloans
aje]ade asojjawloldiy ‘asojjewoiday
XeM BQNELLIED ‘BpIX0IPAY
(LINJUOWILLIE “UOI}N|0S BJUOWIWE
sjuaipaJbiuy anjaeuy aanjsjow
wouy 1o8301d pue (4,77 0199)

04G¢ 017 1eal0]s m "UolELLIOjL
Juepoduwy sujeju0d | ‘uoped

auj} daay m 9sn alojaq sbujuiem pue
SUOIJDR.IP U} peal W LojJeuLio)u)
Jatfip "uonpuoa snouss e Aq
Pasnea aq saLuljawos Aeuwl ualp|iya
Ul uangyeay “Jojo0p e yse :abe jo
sieaf g| Japun uaJp[iy> m lojoop &
R pajoauip ssequn syjuow § Aisns
ueyj uajjo atow 1o shep ¢ uey)
a/0UWl 10} 3} U Op m SYjLOW

N fuana 9sinoa fep-p| e Jeadal

pW no/A m (papaau ji) sasinoy
feq-y| pajeaday "sja|qe) ysnia

10 MAY9 Jou 0(] “9J0YM MO||eMS |
J0joap InoA Aq paoauip ssajun
e_am | LIBY} 310w Jo} 3SN Jou 0P m
BD © J9[qE} | LIBU} 3J0LU 9)e} J0u

op m Sfep 7| Jo} Aep Aions axel m
Buruow ayy ur Buiyes a10joq Jajem
J0 sse(f e yym 10|qe} _;o_ﬁ._sm N
Juawyeal] Jo asinog Aeq-p|
sInoy z uiyum swoydwis jo Jaijal
8}|duloo 196 9jdoed ewios Joaye
(Iny 1oy sfep f o} | axe} few )i m
(panunuoo) spae4 Gnig




1l4count Carton Label:

(' IIII|IIIIIIIIIIIII |

Tips for Managing Heartbum |

= Do not lle flat or bend over afer aating |

* Do not wear fight-fitiing clothing around tha
stomach |

= o nat sat betore DECTIME I

* Ralas ths head of your bed

* Avold heartbum-causing foods such 3a rich,
apicy, tatty or ried fooca, chocolate, caffsine,
sicohed and certaln frults and vegetables

* Eat slowty and avoid big meais

= IF ovenwelght, loss walght

* Quit amoking

SAFETY FEATURE: DD MOT USE IF PRINTED SEAL UNDER
CAF |5 BROKEN DR MESEING

Drug Facts (continued)
W nauzes or vomiting W gipenach pain

Hsk a doctor or pharmacist before use if you
are taking & pracription dnag. Ak radUcers may

Interact with certaln prescripiion Gruga.

Stop wse and ask a doctor if:

W YU hEErmum continues O WOTZEns

w you nesad fotake s product for more tham 14 days

W you nsad 10 take More Man 1 courss of
freatment every 4 monihe

W you get dETheE

W you develop a rash or joint pain

If pregniant or breast-feeding, ask a heaiin
rodazaionsl befors U2e.

EBqM]IlllflEH'l of children. In casa of

owerdoas, get medical help or comtact & Polson
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Coriral Catar right awsy (1-800-222-1202, !
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W tor sduita 18 yBars of ags and cidar

W thiz product it be used once & day (avary 24
howrs), every day for 14 days

Wt may taks 1 10 4 days for full efMect; some
pecpls get complsta rallef of symptoma within
24 hours

14-Day Cowrse of Treatment

W avaliow 1 tablet with a glase of water befora
eating In the moming

W taks avery day for 14 days

W 00 not take mors than 1 1abiet A o8y

W do not use for more than 14 daya unlesa
directed by your docior

W awallow whola. Do not chew o crush tabista,

Repeated 14-Day Courses {if needed)

W you miy repeata 14-day coursa every 4 months
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Drug Facts (continued)

N do ot take Tar mors than 14 days or
mare often han every 4 monthe unless
diractad by & docior

W chlidren undar 16 yeara of age: &2k & doctor.

Heariburn In chiidren may 2ometimes be

cauasd by a serious condition.

er o,
W rgad tha diractiona and wamings before wss
N8 carton. It camtais | Informatian.
W =tors At 20 % 25°C (58 10 77°F) and protect
from molsture

VE
ammania solution, ammanium hydrodde,
camauba wax, hypromeiioss, hypromeiloss
apstats succinats, Iron 0xds biack, lactnas
monaltydrate, manosthanciamine, n-butyl alcohol,
polysthylane glycol, polyvinyl aicohal, povidons,
pro glyeed, red iron ewdde, sheliae giaze,
sodium l=uryl sulphate, odium atarch giycolats,
sodium stearabe, sodium atearyl fumarate, talc,
‘Hbamium dioxdde, inethyl citrata, yaliow iron oxide

Questions or commenis?

call 1-868-375-3784

““Thia product ts not manectred o distributed by

Procter & Gambie, detributor of Prilogec OTC®.
Prilosec OTC® |5 & registared trademark of AsfraTaneca AD.

1BOTTLE INSIDE

NDC 83324-147%-14

“Compare to the
Active Ingredient in
Prilosec OTC®

Omeprazole

Delayed-Release
Tablets, 20 mg

Frequent Heartburn Rellef

Treats Frequent Heartburn
24 HR Acld Reducer

Actual Bize

14 Tablets

One 14-Day Course of Treatment
May Take 1 to 4 Days for Full Effect
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Drug Facts
Active I Purpose
(in each tablet)
Omeprazols USP, 20 mg...... ... Ackd reducer

Use
W freats frequent hearthurn (ocours 2 oF more

thia drug may tks 1 to 4 dayz for full stfect

Warnmgs

Allergy alert:

™ go'not wes i you are ellergle to omeprazola

W gmaprazole May cAUSE BEVars skin reactiona.

Sympioms may Includs:
W akin recdaning ™ bilsters M raah

If an allergic reaction cecurs, atop usa and seek

miedical help right away.

Do ot wse i you Rawe:

W routis of PaIN Swalkwing food, Vomiting with
bilood, or bicody or Diack sools

W nearmum with lightheadedness, sweating
or dizziness

™ cheat pain or Shoulder paln with shortnass of
Dreath; awealing; pain preading to anma,
naci or shoulders; or lighthaadedneas

 trequant chest pain

Thass may be =gna of 8 Sarious conotion.

588 your doctor.

Ask a doctor Before use T you have:

W had heartburm ovar 3 moniha. This may ba &
aign of 8 more sarious condition.

W fraquant wheezing, particularly with heariburn

W imaxpiainad walght los

OMEPRAZOLE

Product Information
Product Type

Route of Administration

omeprazole tablet, delayed release

HUMAN OTC DRUG
ORAL

Active Ingredient/Active Moiety

Ingredient Name
OMEPRAZOLE (UNIl: KG60484QX9) (OMEPRAZOLE - UNII:KG60484QX9)

Item Code (Source)

NDC:83324-141

Basis of Strength Strength

OMEPRAZOLE

20 mg




Inactive Ingredients

Ingredient Name
AMMONIA (UNII: 5138Q19F1X)
CARNAUBA WAX (UNIl: R12CBMOEIZ)
HYPROMELLOSE ACETATE SUCCINATE 06081224 (3 MM2/S) (UNIl: 6NOO3M473W)
HYPROMELLOSES (UNIl: 3NXW29V3WO)
FERROSOFERRIC OXIDE (UNIIl: XMOM87F357)
LACTOSE MONOHYDRATE (UNIl: EWMQ57Q8I5X)
MONOETHANOLAMINE (UNII: 5KV86114PT)
BUTYL ALCOHOL (UNII: 8PJ61P6TS3)
Polyethylene Glycol 3350 (UNIl: G2M7P15E5P)
POLYVINYL ALCOHOL (UNII: 532B59J990)
POVIDONE (UNII: FZ989GH94E)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
FERRIC OXIDE RED (UNIl: 1KO9F3G675)
SODIUM STEARATE (UNIl: QU7E2XA9TG)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856J3G2A2)
SHELLAC (UNIl: 46N107B710)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
SODIUM STEARYL FUMARATE (UNII: 7CV7WK4UI)
TALC (UNIIl: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNIl: 15FIX9V2)P)
TRIETHYL CITRATE (UNIl: 8296QXD6UM)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)

Product Characteristics

Color BROWN (brownish pink) Score

Shape CAPSULE Size

Flavor Imprint Code

Contains

Packaging

# [Item Code Package Description AELEGEILE) B
Date

1 NDC:83324-141 34 1 caARTON 04/01/2025

1 14 in 1 BOTTLE; Type 0: Not a Combination

Product
2 ’I‘EC:83324'141' 1in 1 CARTON 04/01/2025
2 14 in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date

Strength

no score
12mm
020

Marketing End
Date

Marketing End
Date
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