OMEPRAZOLE- omeprazole tablet, delayed release
Publix Super Markets Inc

Publix Super Markets, Inc. Omeprazole Delayed Release Tablets 20 mg Drug Facts

Active ingredient (in each tablet)
Omeprazole 20 mg

Purpose

Acid reducer

Use

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

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

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

frequent chest pain

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

Ask a doctor before use if you have:

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

taking a prescription drug. Acid reducers may interact with certain prescription drugs.

Stop use and ask a 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

for adults 18 years of age and older
this product is to be used once a day (every 24 hours), every day for 14 days

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)

you may repeat a 14-day course every 4 months

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

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

Other information

read the directions and warnings before use
keep the carton. It contains important information.
* store at 20-25°C (68-77°F) and protect from moisture

Inactive ingredients

carnauba wax, ferric oxide red, ferric oxide yellow, 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

Principal Dis play Panel

omeprazole

DELAYED RELEASE TABLETS 20 mg
ACID REDUCER

24HR

Treats FREQUENT heartburn!



See current Drug Facts

ACTUAL SIZE

28 TABLETS

TWO 14-DAY COURSES OF TREATMENT
May take 1 to 4 days for full effect

Compare to Prilosec OTC®



Bunowre gy m
Wfiemesn) Yy emen ) m
quaw iy prove e AwaE 1E m

sepEp oa e SIny URYEY pLE |0go| 'S UB R 5 BIRP 20 5P oY

peuya0 fpg ok o s ymespog fup M wmpEyp oy B
Feq ndl JOpBYSyY eEEY W

BLUL P 108 105 L0 0

Y mownjza i punebuyop fugy-y iy o oo m
Buyes ey B fe g 0 2|8l 0l o] |

wingues j Gubeuey) o) sd |

*aJL0 J9S0RI J0 JOINUSP
‘aples) % 8014 A PEINLLSEH 10 paaeinsE 10U 5| pnpod s, | 4 updyya o yser d q@a p oim
weyLep B i nokm

R fyisn

"epe g punjuey)' 3 ‘e y| Avasung @ 'grrasungpos 'aejead B
Yargsunpos 'auyne fme|w n pe 'ed A eue)ido.d's yurejouy jecuow
"ERIPAOUN 1LISET| 'EIIIINS IR Ea0fE Wwoul L 'sso| iy wanyjed
ERND 3008 'R EDKD SLI) M T RUED G013 IELTEET

BN W e e (4, 4 -0 005240 10 Bias |
L0y el ) e ed W SufENea ) ugHea By} desy W
& nauoyeq slujues pUe U0 P Ep e Uy prel |

uoLEuLIOI 19Y})

ajozesdawo (o)

S1379v.L 3Sv313H d3AV13d

U dLpw0D enojest Jqp-emneqanmpmoe
LU U Py U U ey oo peyse tefe jeavedg) Jepun vepys |
Hpop el pepap sseun uowLY
im0 B w0 SR | R AW 10 S e} U0 B
Ay pie s sanial w4y | epeda fwnd m
= e ) sesanog fe -1 p A vedey
S8 R SIS0 MY 10U O] "By NOJRAE B
40}0pu N0k K P}, pea i e | UDYE00 UL of 62 j0U op I
Jop 38 . | LD 1y B O} 0p W
ediop |10 jie plieas ey m
Bupwow eyyy B upes sige qegem o e Bo yimiee) | mojrve B
JuBuIEEa] o sadno g ke ¢l
M0l Z U auod ule
4o )8 aeplwna e B § doad ewss toe ey ru o sfep g of | ey fowy m
sdepy| ojfap fess Binoy 47 L6as) fepe aoio peneg o 8 pnpad 90 m
Jepp pue aie josmedg B el g
suweiq

B U LIS JLBLITRAD JOSEINGA | LI L) B0 & 0] 0 pes U nok |
Bfopyy |, oy 81010 | 1onpo.d =) e of pee Uk |
SUBEIONAID EENLI| 0D WINGH RSy nod |
Wagopeysepue ssndog
& Bnupuogdiosead upges yps poequay = e npa) pry Bup
vogdiaz=ad wBupe) s nod) | sen @ Jogeqys) 2euu agd Jo0 o P EXEY
umd youiem
Bug) wos o easm UE
sa0] Y B peureidea nm
i gueay Y e naped *Buzeeym uebany m

ugpuos
snopes Ao jo s e g e ) L) "eyIoI 80 LN 0L BT U E
@ amyred ) e anBg RO RYEY
waa0p ok e g uop o enopee & poe ubies o w eeay)
wedyseyp uerbesm

85 upepes iy 8] 1o lse ppoys o0 e 'swe o Bupe a &
et i peeias el qjo6es LIS () ufed Jepno i 1o ufed 165 L m
ssaTTp Jo Gy eams ‘a8 Qupaposy ) B Ly u s ym

B|a0jE HATH
10 fpoo) quo 'poagg yyw Bugywon’ pooy Bupwojeme ured Jo eon
camynoly @ @ puog
epEnidaLu o i) e nod e jou og e e B sy
shumnirey

"B LE E- 00 8L )i by e uenoauon we i B jaauw
0 dpyrap e e Been pean o eeea U] UBIPYDY0 Eeal o mods sy
e oy [ou qaesgd ey  yee ) pae-ge w8  Joju e s d g

panunum) speq bnig

19948 ||y Joy S40p
o L8 . A 6 Py} QYD & 40§81 SR S L0} PERUS UL 0 Ul
fjecm v fop 6 B0 Sn2od WwingLeey e nbey goeum
a5

B4 rpal |'I|w"'"'""'"""""'""""'""'"'"'"'""""""""""‘BI.I.I(E emﬂewﬂ
awding (1298 yoea uj aipaibu) anpy
spreq g

(°) omeprazole

DELA

D RELE TABLETS 20 mg

ACID REL

NDC 56062-815-30

omeprazole

DELAYED RELEASE TABLETS 20 mg
ACID REDUCER

24HR
Treats FREQUENT heartburn!
See current Drug Facts

2 TABLETS

May take 1 to & days for full effect

ACTUAL SIZE

TWO 14-DAY COURSES OF TREATMENT

*Compare to Prilosec OTC*
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OMEPRAZOLE

omeprazole tablet, delayed release

Product Information

Product Type

HUMAN OTC DRUG Item Code (Source) NDC:56062-915

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
OMEPRAZOLE (UNII: KG60484QX9) (OMEPRAZOLE - UNI:KG60484QX9) OMEPRAZOLE 20 mg
Inactive Ingredients
Ingredient Name Strength

CARNAUBA WAX (UNII: RI2CBMOEIZ)

FERRIC O XIDE RED (UNII: 1IKO9F3G675)

FERRIC OXIDE YELLOW (UNIL: EX438 O2MRT)
HYPROMELLO SES (UNIL: 3NXW29V3WO)
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)
MONOETHANO LAMINE (UNIL: 5KV86114PT)
PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)
SODIUM LAURYL SULFATE (UNIL: 368GB5141J)
SODIUM STEARATE (UNIL: QU7E2XA9TG)
SODIUM STEARYL FUMARATE (UNII: 7CV7WJKA4UI)
TALC (UNI: 7SEV7J4R1U)

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)
TRIETHYL CITRATE (UNI: 8296 QXD6 UM)

Product Characteristics

Color

Shape

Flavor

Contains

Packaging

#
1
1
1
2
2
3
3
3

Item Code
NDC:56062-915-55

NDC:56062-915-74

NDC:56062-915-30

BROWN Score no score
OVAL Size 12mm
Imprint Code 20
Package Description Marketing Start Date Marketing End Date
3 in 1 CARTON 05/14/2008

14 in 1 CARTON
1in 1 BLISTER PACK; Type 0: Not a Combination Product

14 in 1 CARTON 05/12/2008
1in 1 BLISTER PACK; Type 0: Nota Combination Product
2 in 1 CARTON 05/15/2008

14 in 1 CARTON
1in 1 BLISTER PACK; Type 0: Not a Combination Product



Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
NDA NDA022032 05/12/2008

Labeler - publix Super Markets Inc (006922009)

Revised: 4/2019 Publix Super Markets Inc
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