ESOMEPRAZOLE MAGNESIUM- esomeprazole magnesium tablet, delayed
release
Walgreens

Drug Facts

Active ingredient(in each tablet)
*Esomeprazole 20 mg

(Each delayed-release tablet corresponds to 22.3 mg esomeprazole magnesium
trinydrate, USP)

Purpose

Acid reducer

Uses

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 esomeprazole
e Esomeprazole may cause severe skin reactions.

Symptoms may include:
e skin reddening

e Dlisters

e 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 lightheadedness-

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 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

Pregnancy/Breastfeeding

If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children

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 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 may take 1 to 4 days for full effect

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

swallow whole. Do not crush or chew tablets

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

Repeated 14-Day Courses (if needed)

® 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 before use. Heartburn in children may
sometimes be caused by a serious condition.

Other information

e read directions and warnings before use-
e keep the carton. It contains important information



Storage
e store at 20°C to 25°C (68°F to 77°F)

Inactive ingredients

crospovidone, glyceryl monostearate, hypromellose, iron oxide red, magnesium
stearate, mannitol, methacrylic acid copolymer, microcrystalline cellulose, polyethylene
glycol, polysorbate 80, simethicone, sodium stearyl fumarate, sugar spheres (contains
sucrose and maize starch), talc, titanium dioxide, triethyl citrate

Questions or comments?
call toll-free weekdays 8 AM to 8 PM EST at 1-888-375-3784

Tips for Managing Heartbun

e Avoid foods or drinks that are more likely to cause heartburn, such as rich, spicy,
fatty and fried foods, chDistocolate, caffeine, alcohol and even some acidic fruits and
vegetables

Eat slowly and do not eat big meals.

Do not eat late at night or just before bedtime
Do not lie flat or bend over soon after eating
Raise the head of your bed.

W ear loose-fitting clothing around your stomach
If you are overweight, lose weight

If you smoke, quit smoking.

DISTRIBUTED BY: WALGREEN CO., 200 WILMOT RD., DEERFIELD, IL 60015
Made in India

Principal Display Panel

Container label 14count:



~

:z'.w\

2210SL0SL _E_zseasumx ._b._..,.c_u
“pug sl pusnna sy maegd g

woysusaljem ‘GILLNYVEYND NOILIVASILYS 00T

o 0000 IN0K B8S "UO[IPUOD SNOLES B JO
subhs g Aew sy "ujed }s8ya uenbay w
ssaupapeayy | 20 SJapnoys Jo yaeu
‘suue 0} Bupeasds ured (Bujeams :yjeag jo
SEALIOYS i uied JApINOYS 10 Lied 15800 =
ssaujzz)p 1o Gujyeoms ‘ssaupapeayyb)
)| LINGEAY W $J00]S ¥IEI J0 AP00|q

10 'pooj Y Bujyion ‘pooy Bumoyems
ujed 10 apgnoJ) m :eaey nok J| esn Jou og
“feme b djay _mu_mwe W35 pUE a8n

dogs ‘sanago uopaeal oifuse ve j ysee
ss016)q m Guiuappas uys m apnjou) Aew
SWOMHWAS 'SUD|IIBA LS AIaA8s asnEd Aew
aozeIdalnsg m apzeldawnsa o) aifis)e
ase oA § 8sn jou 0 w spepe Abseqy
sbujuiem

3a))a [Ny Joj sKep b ) | Bxe)

A G U NGB 0 J31[8) BIEIPSWLL)
10} PApUAIU| 10U m {yaam & Sfep SI00T TG0 7
511990} Wngueay juanbal) siea) m saspn
{dSn ‘ayephuig

wnisautew mozeidalosa bu g'ze

0 SPUOASA1A00 |0|qE) BSEALAI-PARE|ap |I83)
manpal playe B o apzeldaioss
(191qe) yoea uj)

asoding Juaipasbiuy aatjoy

"NOILYINHONI LNYLHOJ NI
(WY SHNINEYM 3L 1IN0 HOS NDLYYD 334

"ONISSIN HO NINOUE S (NOILOALOYL
HNOA HO4 03 TY3S, HLIM QILNIHANI

Y3 ITLLOE HIANN VIS I 350 LON 00

'y fiep & japey
| UBL) 40U @XE) J0U Op m
SAER 1 J0) Aep Alana ae) m
Gunuow
auy U Bunea siogaq Jejem jo
SSRI0 B LM 19I0R) | MO|IEMS m
Juauneal] jo asno) kel
1@y )a
11ny 40} sfep ¢ o) | GYE} Aew m
sihep | o) Aep Alana ‘(sinoy
{2 Kamna) ABp B BoUD PG g o)
81 19nposd S| m 180 pue abe jo
sieak g SUNpe W SUORIGNA
‘(222 1-z2z-008-1)
Feewe 611 Jepuag) |oauo
LIOSH0,| B J0R)U03 JO djay [Baipaw
100 ‘os0pi0a0 J0 9SED U] "URIP|IYD
Jo yaead jo no doay 'asn
@lojaq [eunjssajoud yyeoy B yse
‘Bujpoaj-jseaiq 10 jueubad )|
wped ol 1o ysed e dojasap nof s
gauLep 106 nod m syuow
b RIBAD JUBLINEOLY JO HSINGD
|, UBL) 2U0u By o) paau nok m
SABD ) WBL) GI0W o) yonpoid
S} A%E) 0} PoaU NOK m SUSSIOM
10 SANUIUOD WNGUER] ook m
J1 J0j0p s pue asn dojg
‘slinup uopdussasd
VETE] ﬁ___u__ 1ol Aew
slaanpas pioy Bup uondjiosaid
e fuiyey m ase nod ) asn auojag
Isi0euueyd Jo Jojoop e ysy
TRETTEY ]
fpung o pasneu m S50
VB pauredxaun w wnguEaY
i Senaned ‘Buizeslm
JUaNEBaL m UBIPLGD SNO|IS A0
& Jo ulbjs & g few s1] Sypow
£ JARD LUNGUESL ey m AR
nok j| 45N aJ0jaq J0ja0p € Hsy

L &

.m 370108
‘o | QILSYId |

4-G2P0DHOEM
0-0000-00000M  EF LEGE INILI

yBLE-GLE-BBR-L

18 153 Wd § 0 Ny 8 SRepyaam aa.)-|i0}
169 4 Sjuaiiiog Jo suogsanfy
DIRID AL

'BPIXOIP LUNJUEY) e} (Yse)s aﬁs
PUE BSOIINS SUIRL0D) Saayds sefing
‘jesewng pUeaIs WNpos ‘auosjgews
‘0 eeouoshjod ook aua iy afiod
‘9s0jN)[a3 BUNRIEAI0IIIW SaLAj0don
Pa€ JAIOBYIBW 0L ‘HRIBES
WnisaUBEwW ‘pal apro LoJ aso)auoldiy
‘ajeiegsouow (A1a0f)6 ‘suopiodso

Sjuapaibuy anjoeu)

(4o24 00 4.09) 0,52 01 2,02 18 dI0S W
UO[JELLOU
JEpodu SUIEIu09 1| ‘U0LED a1} doay m

#n
J0Ja0 BBUILIEM PUE SUDJIAIP BY) Peal m
uojjedriojuy 1auyio

"U0[IpuoD

SN0JAS B A PASNED 80 SaWNawos Asw

UBIPIL I LINGHEAH ‘88N 8A0jaq J0j90p
& se o o sseal g Japun vaip)yl m

0j20p € A paoanp

SEAUN SYYLIOW f AIana LRY) LayD 0w

10 SAEP 1. UBL) 01 J0) GHE} JOU Op =
suyuow

haina @san0d Aep-p | & Jeadal ew nod

(papaau y) sasino) Aeg-p| pajeaday
J00p 4ok Aq pajaa.p ssaun

SARD | UEW) BI0W 10} 85N JOU op m
Rl

WAL IO YSTID J0U O "BJ0UA MO|EMS

Carton 42's count:



( 4051051
|
|
|

Esomeprazole Magnesium

DELAYED-RELEASE TABLETS, 20 mg* / ACID REDUCER

' Drug Facts
Active mmm{m cw:h .ﬁwﬂ)

IBOTTLES INSIDE

Heartburn
[+ Avwoid foods or drinks the

i Nexium® 24HR Tablets*

vegetabl
|+ Eat slowly snd do ot est big mesls
[ D potestlae ot night ot jus before

| bedtime.
|+ D not lie st or bend ever soon after

i | Esomeprazole

|
|
|
|
|
M.Iune l!nﬁ lothing sround your | ;
#ﬂmn erweight, lose weight. li !
ez Magnesium =
i : DELAYED-RELEASE TABLETS, 20 mg* / ACID REDUCER : a*:gﬁ::;‘"l'
PROTECTION: |sskonsnm«mssmn \ 24 Hour Tablets | WWTMHIH
i ! 1Tt et ey i| samaes
il | | SR
: = ||| 42TABLETS :
L AB, pwner af | CTUAL SRE 1 ﬁ
N | i i acoueses v g,
‘I Shits DISTRIBUTED By WALGREEN CD. ITEM 393142 WDO000-0000-0
' = L T
‘, |‘I e
| |
| T J.‘ e |
||l e |
ESOMEPRAZOLE MAGNESIUM
esomeprazole magnesium tablet, delayed release
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:0363-1353(NDC:75907-119)
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name SBt?':I:g?:r'l Strength
Esomeprazole Magnesium (UNIl: R6DXU4WAY9) (Esomeprazole -
UNII:N3PAG559FT) SO A i
Inactive Ingredients
Ingredient Name Strength

Crospovidone (UNIl: 257830E561)

Glyceryl Monostearate (UNIl: 2300U9XXE4)
Hypromelloses (UNIl: 3NXW29V3WO)

Ferric Oxide Red (UNIl: 1KO9F3G675)

Magnesium Stearate (UNIl: 70097M6130)

Mannitol (UNIl: 30WL53L36A)

METHACRYLIC ACID AND ETHYL ACRYLATE COPOLYMER (UNII: NX76LV5T8))
Cellulose, Microcrystalline (UNIl: OP1R32D61U)
Polyethylene Glycol, Unspecified (UNIl: 3WQOSDW1A)
Polysorbate 80 (UNIl: 60ZP39ZG8H)

Dimethicone 350 (UNIl: 2Y53S6ATLU)

Sodium Stearyl Fumarate (UNIl: 7CV7WK4UI)



Sucrose (UNIl: C151H8M554)

Talc (UNIl: 7SEV7J4R1U)

Titanium Dioxide (UNIl: 15FIX9V2)P)
Triethyl Citrate (UNIl: 8296QXD6UM)

Product Characteristics

Color
Shape
Flavor
Contains

Packaging
# Item Code

NDC:0363-1353-

142

NDC:0363-1353-

214

PINK (light pink) Score
CAPSULE Size
Imprint Code

Package Description Marketing Start

Marketing Information

Marketing
Category

ANDA

Date

3in 1 CARTON 06/20/2025

14 in 1 BOTTLE; Type 0: Not a Combination

Product

1in 1 CARTON 06/20/2025

14 in 1 BOTTLE; Type 0: Not a Combination

Product

Application Number or Monograph Marketing Start
Citation Date
ANDA211571 06/20/2025

Labeler - walgreens (008965063)

Revised: 11/2025

no score
14mm
|

Marketing End
Date

Marketing End
Date

Walgreens
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