ESOMEPRAZOLE MAGNESIUM- esomeprazole magnesium capsule, delayed
release
Dr. Reddy's Laboratories Inc

Drug Facts

Active ingredient(s) in each capsule
*Esomeprazole 20 mg
(Each delayed-release capsule corresponds to 20.7 mg esomeprazole magnesium, USP)

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 esomeprazole

Esomeprazole may cause severe skin reactions. Symptoms may include:
skin reddening

blisters

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

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

e unexplained weight loss

® nausea or vomiting



e stomach pain

Ask a doctor or pharmacist before use if you are taking
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 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 capsule with a glass of water before eating in the morning
take every day for 14 days

do not take more than 1 capsule a day

swallow whole. Do not crush or chew capsules

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

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

Other information

e each capsule contains: magnesium, 15 mg

e read directions and warnings before use

e keep the carton. It contains important information
e store at 20°C to 25°C (68°F to 77°F)

Inactive ingredients



acetyl tributyl citrate, dibutyl sebacate, FD&C Blue #1, ferroso ferric oxide, gelatin,
glyceryl monostearate, hypromellose, magnesium oxide, magnesium stearate,
methacrylic acid copolymer dispersion, poloxamer, polysorbate 80, povidone, potassium
hydroxide, propylene glycol, shellac, sugar, talc, titanium dioxide

Questions or comments
call toll-free weekdays 9 AM to 8 PM EST at 1-888-375-3784

Tips for Managing Heartburn
e Avoid foods or drinks that are more likely to cause heartburn, such as rich, spicy,

fatty and fried foods, chocolate, 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.

Revised: 09/2022

Carton label

Container Carton Label - 14s Count



S

| Tips for Managing Heartburn Vil
| = Avoid faods u'd'lnlwﬂuta'ernoml

ks
causa heartbum, m‘fﬁ lar% | |
| a'ldme-dfncd& cho-wlnn.c ng, al d |

and evan soma acidic frite and vegetabl |
m Eat showly and do nit sat big rnasls
m Do ot eat s at night or just befors bedtima, | |
' Donot lis flat or bend ower soon sfter eating. |
W Raiza the head of your bed.
® Waar kces-fitting clothing around your stomach.
If you are overweight, losa waight.
' f you smoke, quit smoking.
TAHPER PADEAT-FEATURES: Do Mok Use ¥ sesl unor botls

cap Inprimiad with * SEA LED dov YOUR PROTECTION™ of biack

| N | tand around e center of aach capeuk s broken or missing,
| | KEEP CARTON FOR COMPLETE WARNINGS AND
| | IMPORTANT IHFORMATION.
T — e ochucays @ 100N |1 e
1 Courses (if di Nexaum® 24HR™
. ﬁuﬁrgmm&m G mm“ﬂ cm‘m.mmom K?I'Zaltesn:':quent Heartb Dmg Fac_ts

W fraquant wheezing, pnrdcnhm'ﬁmheanbnm
W unaxplained wel htlonea

® do nit take for more than 14 days or more
often than every 4 months unleés dirscted

lrounaedmtahrmreﬂp;Mmmeof

out of reach of children. In case of
m‘ﬂosa et maedical help or contact a Polson
Control Center right away [1-800-222-1229}

24 hours), every day for 14 days
ITE bk 1 m&cl?}shrmleﬁe:t

o owallow 1 capeuls with & glees of water

L ]
-mnwcmmmﬂmnﬂ

manostaarats, hjplomelloaa [t
magnesium stearate, methacryic n.dd
disparsion, poloxrmar, polyso

m cuide,
wm&mar

at 1-888-375-3784

e ——————
“*This product i not marfactured or distributsd by
Pizer Imc., distributor of Naxium® 24HR. Nexium® is

May take 1to 4 days for full efect
See new warning information

| |
i usmlnu-mrlﬂng .mmsd""’j" lchll?ranu'ldarlﬁrsuso‘fa’?s aak & doctor i =
finga pr h rebosss capaul dato
1 ) w taking a prescription drug. Acid leduceramaj' somatimes be caused asenouacondﬂon 1 é%'; mcapa ‘.Z”WP'D"
e e someprazole | |5 mmmm i
Siop e i st e re—{ | KOt Information M A =
S | |, || Magnesium [ i o e
By ks ckn s far mars than 14 days the carton. It containe important inforrmation. lnotrla Lo amrinfis ol st

Delayed-Release Capsules, USP

raatrnant svary 4 mo e = *
W pougetcathes B youdsvekopa rssh o ik pain | 1 [ Inactive ingredients 20 mg Wamnings
If pregnant or breast-feeding, ==k a haalth anatyl tributyl citras, dibukg sabmm. FD&C Miergy slert:

rofessional befors uss, Blus #1, faresa faic o m Do not uss if you are alengic b esomeprazols

) REDUCER

, e p},ﬂol ahallns
[Directions augar, nbmnlumd mﬁg mgédslje%c rﬁ;c“mn OCCUNS, Stop LS s saak
.fl:m 1:)\qzeofb:;;:ﬂdoldsr Questions or 7 @ o |:| away.
- uct s to o use
e gremacky sy N | ) ool olfres wosknys @ AM 1o 8 FM EST | bl nmw
)

iﬂnﬁ ﬁm 1m4daEf0rfull affct

[ ] Ea:rneprnmle may causs severs skin
na. Syrnptone may include:
[ ] aldn reckdening M blisters W rash

ﬁo,r%mﬁm'?f“"m

[ ] chsntpednor shoulder psin with shorness

before sating in the maming & registered trademark of AstraZeneca AB,

B kacrerydayfor 4 doys Gliriclly Proven 1o Treat Frequent Heartbum Achual Sz2 M'é'fnnmmm e it M
e M";”;"ﬂm;“fg;:c:; sk, | | Wit b D Rk’ Laborties, I uent chest pain

m do ot ue far more than 14 days unless m"'.“n 14 Capsu.“es g‘;ﬂmﬂ'ﬂmﬂinmm candition.
directad by your doctor ™1 | Raviaec 002022 One 14-day course of treatment =

I4359!40?52

4

Bottle label
Container Label - 14s Count



Wf ™

XAXXXOOSL N300
Elpy Ly opeEgy TSR0 PeRay
P30 M TR " TR S Al X1
_ gpemueg
o

fumoypwe ued o gonag =

1B nod §i B0 jouog

fewe 3B dpy [Eopew ypee

PuE Een doge’ n=uu=£..=_ﬁ L (AT
Bl BlEEQ W [uusE upgE w
‘apnpu Aew swodiukg miogEe

UBE BB EE BENED B L BTEI g8 L0 |
BprEldeunes o af BB

aenok g em joop wipeg Hepy
sBuney

I
BlEp | gﬂremaﬂmﬁﬁﬁaz

I L]
PR s ol 3 B Fama)
wneay juenkey S8 ¥ a5

(s "winpesubew spoedewcres
B 2 '0E o k=L

ejnE i easeal Y23
TR g Wi0T Komn
(apns __..Eu@

asoding  Juajpestiu] aagoy
"OLYWHONI INYLHO I Y
SIHINHY. L TIAHO HOY HOLHYD B

"upEw 10 uB g E|

a8 40 EJUED AU PUNDE PLEQ
¥R 40, S A 0TIV .
LW\ PELHCILLY CED B0 BN je2e ||
BN 000 JEHnLEH e 1A BdWd

3E &
H; 2@
HRE®
e ) ¢
@ tilsz: |Hsd
= Mumn.mugﬁ 8
I L = R

] | =
x.r_m o MD\.

—_—

e

o =

=

o

"

Y

Z |-ZE-me- 1
B iy ELE])
|0 WO 4 B1E)N 0 gy
Eapell Bl e opeo o eee
uEp|IE 0 Y 0 o dasy
B A10jAq [F TR ﬁ_!k ]
e Guypee e 10 gLl
ued ppl 0 [ E dojeep nok e
BajLEn e ok m Eypau
B8 LB joeanDa |
UEL). BXILL BNE} 0} peau nok w
ahep | uBy AW Jojjnpod
EALf) B4 0 B EU ok ELBERM
10 EELICE NG ey Inok m

jimaap e ya pue aand

alinp wpdi=

UEED ] e e ey
EEONpei pixy Iy wid oes
eEuyE w &E nod ) oen aungeq
Bpeweyd 0 Jgmp e ey
ujel pEWwE &
Funum rn EmENE § BB JUfBM
FEL AU W WNGLIES] M
16 2y ‘Eu zemym pentey w
U LI CED B L B2 AL
B ufig e ] fmu ey Bypm
D WGBS PEL o Ry
nk j1 eren auayE) J0j0p B 4Ry
“Jopop Inok Beg LonpUm
enowes e o aufie ag few ey
_._mnd:mhm_
Bl et ]
fupeaude wed !funeaws 'y
J0 B0 W UBd BEA0E
X el JE8lf m EBBUETIp B
Bunkems' gecupeprayy by
L L GUEEY W
B0 {151 10 ooy
0 ooy i Bugauod poay

Top Inside
(PNL 2)

L@-G.BTS-;-I

' ™

11534 BN B uhrnhﬂm
12 JSJUSUII0D A0 SUOfIS3T)
ooip W E e
H_mi.ﬂ_n.s Elﬂw u _u_
unezepd ‘BUopad g EyEj E__
‘e ecyd Uoesdepiau folo

e ayinagay nﬂmﬂ wrealfew
‘apm wnesufew mopwod
.ﬂunEEE__F"ﬂm uEp

S0 Ui G |3 AN TR
‘apeni in sms o
s g o jis e

Haf 14360 557 013, 18 B
UL LRI L] B QLCET|“LIpED
Ay} dary B pana xyp] el e pUERIAPRID
By e I G| ‘LnesLben BiEpe
e e ORBULIOJUY JYI0
QUL
Encuee B K] pee e &) EaunewaE fay
LEIPYILE Ul LNUESY "Ben Alajaq Jjp
Bge el p il | e lppp =
mjaop &l pE o ep esun
ULy LIBtE UL UBLD BOLID
. BN S0 ) S U Op
BypowWf faa
sano Agp-p| B pada kew nok =
(pepeen i seeincg beg-p) paedey
iqapunol i (=D ESpn
slEf | LB} AIOW 10} BEN J0Op @
mnaie
MED 0 LR J0U O] B MO [EvE &
Kep B BnEde | ey BIOW BYE) JU 0p B
sl ﬁui levaeg
Guwow sy o furgs Alnpy JEpW
Jo e ey ajede | mojee ®
JUBLIEER] J0 BRANDY EN_
Y8 .N B 0| BYELARLL
uﬁ: n.ﬁ ‘(enay mﬂi_
B A0 peen &) 08 pnpud sy w
Bpopie efie pemsip) nppe =
Sty ey

Bottom
(PNL 3)

ESOMEPRAZOLE MAGNESIUM

esomeprazole magnesium capsule, delayed release

Product Information

Item Code (Source) NDC:43598-407

HUMAN OTC DRUG

Product Type




Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

Esomeprazole Magnesium (UNIl: R6DXU4WAY9) (Esomeprazole -
UNII:N3PA6559FT)

Inactive Ingredients

Ingredient Name
acetyltributyl citrate (UNIl: 0ZBXON59RZ)
Dibutyl Sebacate (UNIl: 4W5IH7FLNY)
Ferrosoferric Oxide (UNIl: XMOM87F357)
Gelatin (UNIl: 2G86QN327L)
Glyceryl Monostearate (UNIl: 2300U9XXE4)
Hypromelloses (UNIl: 3NXW29V3WO)
Magnesium Oxide (UNIl: 3A3U0GI71G)
Magnesium Stearate (UNIl: 70097M6130)

METHACRYLIC ACID AND ETHYL ACRYLATE COPOLYMER (UNIl: NX76LV5T8))

Poloxamer 188 (UNIl: LQA7B6G8)G)
Polysorbate 80 (UNIl: 60ZP39Z G8H)
Povidone K30 (UNIl: U725QWY32X)

Talc (UNIl: 7SEV7)J4R1U)

Titanium Dioxide (UNIl: 15FIX9V2JP)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
Potassium Hydroxide (UNIl: WZH3C48MA4T)
Shellac (UNIl: 46N107B710)

Sucrose (UNIl: C151H8M554)

Fd&C Blue No. 1 (UNIl: H3R47K3TBD)

Product Characteristics

Color BLUE (light blue cap) , BLUE (dark blue body)
Shape CAPSULE

Flavor

Contains

Packaging

# Item Code Package Description

NDC:43598-407-

1 52 1in 1 CARTON

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

2 \DC:43598-407- 5 in 1 caRTON

2 14 in 1 BOTTLE; Type 0: Not a Combination

Product

Basis of
Strength Strength
Esomeprazole 20 mg
Strength
Score no score
Size 16mm
Imprint Code RDY;327

Marketing Start
Date

Marketing End
Date

05/16/2018

05/16/2018



3 \DC43598-407" 545 1 carTON 05/16/2018

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

a [1DC:43598:407- 5 in 1 caRTON 05/16/2018

NDC:43598-407- 7 in 1 BLISTER PACK; Type 0: Not a Combination
70 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA207673 05/16/2018

Labeler - o-. Reddy's Laboratories Inc (802315887)

Establishment
Name Address ID/FEI Business Operations
Dr. Reddy's Laboratories Limited - FTO 3 918608162 analysis(43598-407) , manufacture(43598-407)

Revised: 9/2022 Dr. Reddy's Laboratories Inc
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