ESOMEPRAZOLE- esomeprazole magnesium capsule, delayed release
INNOVUS PHARMACEUTICALS, INC.

Esomeprazole Magnesium

Drug Facts

Active ingredient (in each capsule)

*Esomeprazole 20 mg (Each delayed-release capsule contains 22.3 mg esomeprazole
magnesium trihydrate)

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 esomeprazole

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

e 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:

e 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

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)

* 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.
» Store at 20°C to 25°C (68°F to 77°F). [See USP controlled room temperature.]
» keep the carton. It contains important information.

Inactive Ingredients

FD & C blueno 1, FD & C red no 3, ferrosoferric oxide, gelatin, hydroxypropyl cellulose,
hypromellose, magnesium stearate, methacrylic acid copolymer dispersion, mono and di



glycerides, polysorbate 80, potassium hydroxide, propylene glycol, shellac, sugar
spheres (corn starch and sucrose), talc, titanium dioxide and triethyl citrate.

Questions?
Call toll-free weekdays 8:30 AMto 5 PM EST at 1-800-818-4555.

TAMPER-EVIDENT FEATURES: Do not use if seal under bottle cap imprinted
with "SEALED for YOUR PROTECTION" or blue band around center of each
capsule is broken or missing.

Tips for Managing Heartburn

* 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.

Distributed by:
Innovus Pharmaceuticals, Inc
Englewood, CO 80112

PRINCIPAL DISPLAY PANEL - 42 Capsule Bottle Carton

COMPARE TO
THE ACTIVE INGREDIENT OF
Nexium® 24HRT

NDC 57483-900-42

EsomepraCare™
Esomeprazole Magnesium
Delayed-Release Capsules

20 MG* USP / ACID REDUCER

42 CAPSULES
Three 14-day courses of treatment

3 x 14 Count Bottles Inside

Treats Frequent Heartburn
May take 1 to 4 days for full effect

24
HR



¥ [ﬂm&@:ﬁl{ﬁaﬂmﬁm
[Mayltakeliltol4ldays forfullerfecthia

Esomeprazole Magnesium

Delayed-Release Capsules
20 MG* USP ACID REDUCER
Tips for IR ) U ug [KEEP CARTON FOR COMPLETE WARNINGS|
Managing Heartburm 0 AND IMPORTANT INFORMATION,
-m%fom orum;em are mremb% - '. . ! L
tause heartburn, sch a5 nich, spicy. fatty an
T e
some acidic fruits an
mExt slowly and do not eat big meaks, : I ﬁﬁmﬂm Wm} i
w0 ot eat late &t night or just befare bedtime. g
mDo ot e B2t o bend aver soon after eating “Esomaprazola 20 mg — ——.—.—. Acd reducer i |
mRaise the headt of your bed {Each delayed-release capsule contains 22,3 mg
witear boose-fitting ehoshing around your stomaeh, esomeprazole magnesium tritydrate)
il o are ouerwesght, luse wesght I
wlf you smake, quit smoking. y E s r c r :-'!E! —
[ m ) I treats El 1T (eccurs 21 more

Distributed by: m not intanded for immadiate rebel of heartburn;

Inc ‘this drisg may take 1 to 4 days for full efact

Innovus Prarmaceuticals,
Ok, 0 2112 Esomeprazole Magnesium Wamng
Rev: 04/22 Delayed-Release Capsules e

if 7
20 MG* USP / ACID REDUCER WOt i gt R0, il

blead, or bjeady or black sioals

B heartburn with lightheadedness, sweating
or dizziness

W chast pain or shoukder pain with shortness af
breath; sweating; pain spreading o sms,

. aly 5 B UE - h neck or shaulders; of lightheadedness
s Ts7eas oozl MR BN C Y ...
al D B0 o de ceclor, »

+ This product is not manufactured or distributed by Pfizer, distributor of Nexium@ 24HR.

[Btch N, Expiration Dale:

5230837
= = - = = pp— ) S
| - - =
Drug Facts (continued) Drug Facts (continued) |
Ask a doctor befare use if you have W do net lake mora than 1 capsula a day
m had hearlbum over 3 morths. This may be m swallow whols, Do not crush or chew capsules,
a ign of a more serious condiion, W do not usa for more than 14 days unless directed by your dactor
B frequant wheazing, particulsrly with heartburn Repeated 14-Day Courses (I needed)
W unexplained welght loss W you may repeal a 14-day course every 4 manths
1 TS or vomiling B do not take for mora than 14 days or more often than every 4
m slomach pain months unless directed by a doclor . |
sk @ docter or pharmacist before use Hl you are W children under 18 years of age: ask a docior before use, Heartbum in
W taking & preseription drug. Acid reducers may interact with cestain chikiren may somalimes be caused by a serous condiar.
pmwmmuml?s. o Other Information
mm:%wswwm 1 he realons e WairkGu T Controllod Room
Wy red %0 take 1his product for more 1han 14 days = mr::rrmmzs C WU I TEE), [Ses USH
W you naed 1o take more than 1 coursa of reatmant evary 4 morihs i |
B you et diart W keep the carton, [t contains important infarmation. |
M you develap a rash or joint pain Inactive ingredients
If pregnant or breast-teeding, ask & heakn professicnal bafe use. FD & G blueno 1, FD & C red no 3, famosoferic oxide, gelatin,
Keep out of reach of children.ln case of overdase, gl madical help or [ Mvaroxypropyl cellulose, hypromelloss, magnisum stearate, mehacrlic
contact a Paison Gantrol Genter right away {1-800-222+1222). atid copalymer dispersian, mono and di dhcerides, polysorbats 80,

e 1 hydraxida, propylena ghycol, shallac. sugar spheres (com
Directions starch and sucrose), alc, thanium digxide and iethyl cirate, |
W adults 18 years of age and older
W this product is io be usad once a dey (avery 24 hours), every day for 14 Ouuuons?cumeawdmsa:somwsm ESTat

days 1-800-818-4555.

Wty take 1 b 4 days for full aflect
13-Day Course of Treatment . ) TAMPER-EVIDENT FEATURES: Do not use if seal umubuuhup
W swallaw 1 capsule with a glass of watar befor eating in the moming Imprinted with "SEALED for YOUR PROTECTION" or



I I W 1aKe every oay jor 14 aays » I| Dand around center o7 each CApsUBe IS DrOKEN or missing, | IM

JEROEE &

ESOMEPRAZOLE

esomeprazole magnesium capsule, delayed release

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:57483-900

Route of Administration ORAL

Active Ingredient/Active Moiety

. Basis of
Ingredient Name Strength
ESOMEPRAZOLE MAGNESIUM (UNIl: R6DXU4WAY9) (ESOMEPRAZOLE - ESOMEPRAZ OLE

UNII:N3PA6559FT)

Inactive Ingredients

Ingredient Name
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
GELATIN, UNSPECIFIED (UNIl: 2G86QN327L)
HYDROXYPROPYL CELLULOSE, UNSPECIFIED (UNIl: 9XZ8H6N60H)
HYPROMELLOSE 2208 (100 MPA.S) (UNIl: BLQE5P712K)
MAGNESIUM STEARATE (UNIIl: 70097M6130)
METHACRYLIC ACID AND ETHYL ACRYLATE COPOLYMER (UNIl: NX76LV5T8))
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
POTASSIUM HYDROXIDE (UNIl: WZH3C48M4T)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SHELLAC (UNII: 46N107B710)
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
TRIETHYL CITRATE (UNII: 8Z96QXD6UM)
STARCH, CORN (UNII: 08232NY3S))
SUCROSE (UNIl: C151H8M554)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C RED NO. 3 (UNIl: PN2ZH5LOQY)
GLYCERYL MONOSTEARATE (UNII: 2300U9XXE4)

Strength

20 mg

Strength



Product Characteristics

Color PINK Score no score

Shape CAPSULE Size 14mm

Flavor Imprint Code RG;50

Contains

Packaging

# Item Code Package Description UL R Marketing End
Date Date

1 NDC:27483-900 34n 1 carTON 08/14/2020

1 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 ANDA212866 08/14/2020

Labeler - iINNOVUS PHARMACEUTICALS, INC. (962507187)

Establishment
Name Address ID/FEI Business Operations
Ohm Laboratories Inc. 184769029 MANUFACTURE(57483-900)

Revised: 5/2022 INNOVUS PHARMACEUTICALS, INC.
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