ESOMEPRAZOLE MAGNESIUM- esomeprazole magnesium capsule, delayed
release
BETTER LIVING BRANDS LLC.

Albertsons ESOMEPRAZOLE MAGNESIUM DELAYED-RELEASE 20 MG MINI

Drug Facts
Active ingredient (in each capsule)
Esomeprazole 20 mg

(Each delayed-release capsule corresponds to 22.3 mg esomeprazole magnesium
trihydrate)

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:

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 lightheadedness

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.
frequent wheezing, particularly with heartburn

unexplained weight loss

nausea or vomiting

o 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

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 (1-800-222-1222) right away.

Directions

-adults 18 years of age and older

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

-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 the directions and warnings before use

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

Inactive ingredients black iron oxide, corn starch, D&C red 27 aluminum lake,
eudragit, FD&C blue 1, FD&C red 3, ferric oxide yellow, gelatin, glyceryl monostearate,
hydroxypropyl cellulose, hypromellose, magnesium stearate, polysorbate 80, potassium
hydroxide, shellac, simethicone, sodium lauryl sulfate, sucrose, talc, titanium dioxide,
triethyl citrate

Questions or comments? Call 1-877-290-4008
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Drug Facts (continued)

Dr ug Facfs

Active ingredient Purpose
(in each capsule)

Esomeprazale 2hmg...... ... Acid reducer

(Each delayed-releass nap-suié 'mrresnnnds fo
22 3 mg esomeprazole magnesivm trihydratz)

Ask a doctor befure use if you have

W had heartburn over 3 months. This may be a
sign of a more serious condion.

' frequent wheezing, particularly with heartburn

W unexphained weight loss

W nawsea or vomiting

W ztomach paim

Uses

W treats frequent heartbum {occars 2 or more days
a week)

W nof intended for immediate relief of hearthurn;
this drug may take 1 to 4 days for full effect

Ask a doctor or pharmasist before use if you are
W iaking a prescripfion drug. Acid reducers may
interact with certain prescriplion dregs.

Warnings
Allergy alert
W Do not use if you are allsrgic to esomeprazole
W Ezomeprazole may cawse severs skin reactions.
Symptoms may include:
W =kin reddening M bEsiers W rash
If an allergic reaction occurs, stop use and seek
medical help rigit away.

Do mot wse if you have

W trouble or pain swalowing food, womiting with
booed, or bloody or black steols

W heartbum with lightheadedness, sweafing or
diziness

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

W frequent chest pain

These meay be signs of 2 seviows condition. See

your doctar.

Siop use and ask a dostor if

W your hearthurn confinues or worsens

W you need to take this product for more than 14
days

' you need to take mare than 1 course of
treatment every 4 months

W you get diarrhea

W you develop a rash or joint pain

If pregnant or breast-feeding, ask a heafth

professional before wse.

Keep out of reach of ghildren. In case of

ovendoze, get medical help or contact a Poison

Contral Centes [1-800-222-1227) right away.

Drug Facts (continued)
capsulkes
W do not use for mare than 14 days unless
directed by your doctor
Repeated 14-Day Courszs (if needed)
W you may repeata 14-day course every 4 months
W do not take for more than 14 days or more
often than every 4 months wnless directed
by a docior
W children under 18 years of age: ask a doctor
before uze. Hearthum in children may somefimes
be cassed by a seriows condition.

Other information

i read the directions and warnings before use

W keep the carton. It contains imporiant information.
mctore at 20-25°C (B8-77°F)

Directions
W adults 18 years of age and older
' ihis product is to be used once a day (every 24
hours), every day for 14 days
W meay take 1o 4 days for full effect
14-Day Course of Treatment
W swallow 1 capsule with a glass of waber
Dbefore eating in the moming
W fake every day for 14 days
I do not take more than 1 capsule a day
W swallow whole. Do not crush or chew B

Inactive mgremnfs black iron oxide, comn
stareh, DEC red 27 aluminum lake, evdragit, FOEC
Blue 1, FORC red 3, ferric oxide yellow, gelafin,
ghyeeryl monostearate, hydroxypropyl cellulose,
Iypromellose, magnesium stearate, pokyzorbate 80,
potassium hydroxide, shellac, simethicons, sodium
Tamryl sulfae, sucrose, tale, fitanivm doxide, triethyl
cifrate
oreci

(uestions or comments? 1-877-230-4008
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Tips for Managing Hearibum w #yoid foods or deinks that are
mare [iely t caute hearthuen, such a2 rich, spicy, Faity and fred

 chocolate. caffeme, aioohel and even someé acidic fruits and
vegetables. m Eat shoaly and do not eat bigmeaks. m Do mot eat ke
at might or just befars bedtime. m Do not e fat or bend aver soan
after eatng. m Raize the head of your bed. w'Wear loase-fiting
chething aroend your stomach. m I you ane overseight, lose weight.
i you smele. quit smaking.
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ESOMEPRAZOLE MAGNESIUM

esomeprazole magnesium capsule, delayed release

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:21130-257

Route of Administration ORAL

Active Ingredient/Active Moiety

. Basis of
Ingredient Name Strength Strength
ESOMEPRAZOLE MAGNESIUM (UNII: R6DXU4WAY9) (ESOMEPRAZ OLE - ESOMEPRAZ OLE 20/ mg

UNII:N3PAG559FT)



Inactive Ingredients

Ingredient Name
STARCH, CORN (UNII: 08232NY3S))
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
POTASSIUM HYDROXIDE (UNIl: WZH3C48M4T)
TALC (UNII: 7SEV7J4R1U)
SHELLAC (UNII: 46N107B710)
DIMETHICONE (UNII: 92RU3N3Y10)
SUCROSE (UNII: C151H8M554)
TRIETHYL CITRATE (UNIl: 8Z96QXD6UM)
FERROSOFERRIC OXIDE (UNII: XMOM87F357)
METHACRYLIC ACID AND ETHYL ACRYLATE COPOLYMER (UNIl: NX76LV5T8))
GLYCERYL MONOSTEARATE (UNII: 2300U9XXE4)
HYDROXYPROPYL CELLULOSE, UNSPECIFIED (UNII: 9XZ8H6N60H)
FD&C RED NO. 3 (UNIl: PN2ZH5LOQY)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
D&C RED NO. 27 ALUMINUM LAKE (UNIl: ZK64F7XSTX)
MAGNESIUM STEARATE (UNIl: 70097M6130)
FERRIC OXIDE YELLOW (UNIl: EX43802MRT)
GELATIN (UNIl: 2G86QN327L)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
SODIUM LAURYL SULFATE (UNII: 368GB5141))
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)

Product Characteristics

yellow (golden yellow opaque cap, transparent body, light violet to violet color
band)

Shape CAPSULE

Color

Flavor
Contains
Packaging
# Item Code Package Description Mark%t;r;z el
1 NDC2130-237 4 4 1 caRTON 04/29/2024
1 14 in 1 BOTTLE; Type 0: Not a Combination
Product
2 )DC:21130-257" 34 1 carTON 04/29/2024
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 score
Size 11lmm
Imprint
Code 112

Marketing End
Date

Marketing End
Date



ANDA ANDA217264 04/29/2024

Labeler - BETTER LIVING BRANDS LLC. (009137209)

Registrant - TIME capP LABORATORIES, INC. (037052099)

Establishment
Name Address ID/FEI Business Operations
MARKSANS PHARMA LIMITED 925822975 manufacture(21130-257)

Revised: 4/2024 BETTER LIVING BRANDS LLC.
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