ESOMEPRAZOLE MAGNESIUM- esomeprazole magnesium tablet, delayed
release
Dr. Reddys Laboratories Inc

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 lightheadness-

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
call toll-free weekdays 9 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.

Distributor:

Dr. Reddy’s Laboratories Inc.,
Princeton, NJ 08540

Made in India

Issued: 10/2023

Principal Display Panel

Container 14's count:



0¥92L0061 i ﬂmmh.ﬂ
LN N DRl
"oul| e & Appeny I

A pengimd

- O [ I BB L)LY E VY B J0
i aq few swey wed paya panhay =
EEELDED | O ERAIDLE 0§
‘Bwe o fupeuds ued  fugpae 'yeen o
nE._Ew_.-:_.rﬂﬂ_d.nE._ T
el Izp o bugeeee eoupapeayyly
:Eﬁﬁ.ﬂﬁmﬁm nkpmp
n 114 By ok oy |EHE
wed Jo monog = Baey ok 4 en jou og
fiema Jufp dipy Bypaw yeoe pue en
dope 'unmo wipeal JfiAE UE | ysE
sEEIN® fumeppeaiupe = apnpu) ey
E_HH-___%A_EHE:SEE EEd fau
BorEdeucel ® porEideucenof 36 BIE
aE N0k a0 pu o = e dlaw
stiumrey
il wE_EEE_:.EEE
LUl DT 2} UNqUEEY 0 B)al 8]5 Ry
0] pepLEL pU mimwﬁuwﬁauu.m
Bm) wngyeay parhay EEAY & 5]
[ .m_.%iﬁ

wiraiay gomdmur fw g

0} Lok 00|86 BEBR Brpake BL
EENpAIppy fiw oz apreidawns
GE] [o8e

eeoany  puepeib ey

LA (M LN LHO

UEEI IO UMD E| JNOLLDI0HS
N0 0 13 THISs UM PR
SN SN [EEE ] 20 00 00

Treabs Frequant Heartbem
®

May ke 110 4 tays for et

) o

Dislaysd-Relesss Tablets, 20 mg*

Dr.Reddy's ®¥ noCTR0T-119.52
Esomeprazole
Magnesium
ACID REDUCER
14 Tablats
Rﬂmﬂ-l:-! Coursa of Treammant

-

Top
(PNL 1)

FY e e p|E)

| B[] 801 &) Ji O W
lepf | 0y ke p hEe e s
Buywaw

a4 U Elyien oyed B Bmjo
=i 8 s BNE] | MOjEME B
MaugEa o sinod ABg-yl

o LH.E
InLsoeken § | mE i

LN T T
¥ i va) dep e @0 N &) 0

8 AU ¥ )P0 pLE e o

EEGhY | EIE S SUARIEN]
‘BraLgze-om- U
.Fa..mm alal Teal

LKE o] B PEJLKE J0 DL 2| el
196 ‘aop a0 0 s U MBI

Jouea joina desy

anpq (e e ud ey e

*Bup ea)-18 Euq 100 AIba g

el Juod 1o uee) B dopnep nok &

eayuap ph ol majuo

I} A ECJLIENLEJEE 0 EENTT

| LW} BUOLL BO{EE) O PEIEL Ok
ke i, uay) 8o Japp o
ELf) ER{E] O B BU Mok m ELI B
X EAUUE UngEay nok &
1 SO FY E pUREEn dog
“iinp od pead

LB B L) 1281 B | R

wmmal ppy finp vopdpmad
BELNE = aur ok ) 26 e

BiEuweyd 101000 B Ny
uad ewE §

Bugypuon 0 B = T
JhipM EUBEDIN S LngERY
Ly e g ed By

JLETDEY B L|PL0D BT 68 60U

£ joufie & ag e Ay s
B0 WN|EAY PR & B4R
D¢ L] BEN By B0 JOL2DDE NEyY

Top Inside
(PNL 2)

L@-U.S?’E-ﬂ*

B 1534 B 0 W 6 56 e By
1ET 5] INHIRLOE) 40 ST OIS 6]
BP0 R WNUEY] D) (LD

i EEEWEEE&EE 1dim

BB | AEE WNpce ' BLcoL AuE
‘8 B fod Yodf aual

moe apl DB (O)LEL BEEEE
ung aufiew 'piappgo

querpeiu ey

4zzm .08 0.5 MO0z UGE =
ER U BB ) UOjE3 A __ﬂ_._-_
apn e LEM PUEELD[pE AP By pER ) .

EmojEe B A PEENED B B ALI[EWE RBLL

eI el f ek uRyy ueyo sun
LT TRE: T T

i}
fuea eeunia fep-f | BERd IEW ok ®

B/ | LB AL 1) BEN pUDp &
MELP 10 LEND J0 D BELMMTENE &

Bottom
(PNL 3)

Carton 14's count:



G E90 L0081 |

Urug Facts [continued)

W TeqUEE Wheez, perEuBny Wih hearbam
W upsxplained welgh lnss

W nausea of vomiting

W stemach pain

Bk 2 tosctor of pharmacist befare Lse I you are
W takn :apmc rr(nnurug A0 rBdLEE
may mera:lw hcertan prezcriphion dnige.

Stop use and ask a docbor T
W your hiesrtburn continues o worsens
L} 5;]1 nead totaka this product for mone than

nenclnc-m more than 1 courss of
salmmmry-imurtm

mumaa
I iou devalop & rash orjoint pain
[T pregnant or breast-Teeding, ask & Nesin
rolesslon 2l Detore U,
ee out of reach of children. In cass of
overiose, get madkeal elp or contaet a Polson
Comnol Camar Agh away (1-B00-223-1222).

Directions
™ gouts 18 YEEr of g8 and cloer
-mlapmmmwnaummnemycmry
24 hourg) e«ne? dayfor 14 d
W may fake 1 1o 4 days for ful it
14-Day Goursa of Treatment

Drug Faets (confinued)

more often than every 4 manthe unless
directed by 8 doclor
™ chilran UnNGeT 18 yeams of ags: ask 8 dozicr
beriona use. Heartbum In chi M&
smetimes D Caised by B BriuC o

Other information
W read the direstions and warrings tafore use
W siore at 20°C to 25°C (BE°F b0 77°F

W feepiha carban. eomkine mportant iomation |

Inactive i iems

metteacrylc acid ciponmer, micmeystling

B , ortate 20,
smethicong, mumm%mumna EufEr

3phEres (20NENE Bcroea Bnd mais sharch), 1k,
HiEnium dicdoe, tietmd chrate

Questions or comments ? cal tol-res
weekias 8 AM b B PMEST at 1-B85-375-3784

| Merspositone, ghcant mincetsarats, typrometoesll |
W!ran a:40= rad, Magneskim Stearats, mannke, |

| BHPREVIE: Bttt el andrbotl o prined |
| with “SEALED for HOUR PROTECTEW & brokoen or mismrg.

EEP CARTOM FOR COMPLETEWARNINES AND

| u

| IHPORTRHT [HFORMATION

| *This product Is not rrunm:lurs-aurmnnmsu o
| (GEK Consumar Heakheare, distibubor of Maxum®

| 24HR. Mexum® 15 @ registered tredemark of

Illi'\]m ealing In them

‘awallow 1 1a0ket With 2. (iass of water
oriing

™ taks gvery day for 14 g |
lunmmﬁammmgmmy !
 swalow whole. 00 nat crsh or chaw tablets,

W dn not use for mors han 14 days unless
I‘llmt}' rdochor |
napsats-u 14-Diay Coursas (11 nasded) |

yw BlIaH— cours: avery dmontre |
ﬁmmrmmanmm o |

| Aatradeneca AR

| Princaton, hJ
| Mada In India

=

Distibuisd by O HmaﬂLsnurmnea ne.,
nmsu 1oz |

| 14 Tablets

! One 14-Day Course of Treatmant

ESOMEPRAZOLE MAGNESIUM

esomeprazole magnesium tablet, delayed release
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Item Code (Source)

Esomeprazole Magnesium (UNIl: R6DXU4WAY9) (Esomeprazole -

UNII:N3PAG6559FT)

Inactive Ingredients

Ingredient Name

Crospovidone (UNIl: 257830E561)
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Basis of
Strength Satlifise
Esomeprazole 20 mg
Strength



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 (UNIl: NX76LV5T8))
Cellulose, Microcrystalline (UNIl: OP1R32D61U)
Polyethylene Glycol, Unspecified (UNIl: 3WQOSDWI1A)
Polysorbate 80 (UNIl: 60ZP39ZG8H)

Dimethicone 350 (UNIl: 2Y53S6ATLU)

Sodium Stearyl Fumarate (UNIl: 7CV7WKA4UI)

Sucrose (UNIl: C151H8M554)

Talc (UNIl: 7SEV7J4R1U)

Titanium Dioxide (UNIl: 15FIX9V2)P)

Triethyl Citrate (UNIl: 8Z96QXD6UM)

Product Characteristics

Color PINK (light pink) Score no score
Shape CAPSULE Size 14mm
Flavor Imprint Code I
Contains
Packaging
# Item Code Package Description Marketing/ Start Marketing| End
Date Date
1 NDC73907-119- 1 i 1 caRTON 12/30/2023
1 14 in 1 BOTTLE; Type 0: Not a Combination
Product
2 NDC75907-119- 5 i 1 carTON 12/30/2023
2 14 in 1 BOTTLE; Type 0: Not a Combination
Product
3 [DC75907-119- 35 1 carTON 12/30/2023
3 14 in 1 BOTTLE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA211571 12/30/2023

Labeler - or. Reddys Laboratories Inc (802315887)

Establishment



Name Address ID/FEI Business Operations
Reed Lane Inc 001819879 pack(75907-119)

Revised: 12/2023 Dr. Reddys Laboratories Inc



	Drug Facts
	Active ingredient(in each tablet)
	Purpose
	Uses
	Warnings
	Do not use if you have:
	Ask a doctor before use if you have
	Ask a doctor or pharmacist before use if you are
	Stop use and ask a doctor if
	Pregnancy/Breastfeeding
	Keep out of reach of children

	Directions
	Other information
	Storage
	Inactive ingredients
	Questions
	Principal Display Panel

