OMEPRAZOLE MAGNESIUM- omeprazole magnesium capsule, delayed release
Gericare Pharmaceuticals

Gericare Pharmaceuticals Omeprazole 759

Active ingredient (in each capsule)

*Omeprazole delayed-release capsules 20 mg
(equivalent to 20.6 mg omeprazole magnesium)

Purpose

Acid reducer

Uses

e 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 omeprazole
e Omeprazole 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

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

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

Directions

e for 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 it may take 1 to 4 days for full effect; some people get complete relief of symptoms
within 24 hours

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

do not use for more than 14 days unless directed by your doctor
swallow whole. Do not chew or crush capsules

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. 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) and protect from moisture

Inactive ingredients

black iron oxide, dibasic calcium phosphate, gelatin, glyceryl monostearate,
hypromellose 3 cps, magnesium oxide, magnesium stearate, methacrylic acid copolymer
dispersion, methacrylic acid copolymer Type B, microcrystalline cellulose, polysorbate



80, potassium hydroxide, propylene glycol, red iron oxide, shellac, silicon dioxide,
sodium lauryl sulfate, sugar spheres, talc, titanium dioxide, triethyl citrate

Questions?

call 1-888-375-3784

Package label

Drug Facts

redient (in each upsule) Purpose
nmeumm\e Gelayed elease capsile 20
eummem 10201 g ez Maghesin... A e

= e roquen hartu ocurs 2or more days  wook)
= ot imended forimmeate reief o heartburm; this g may
fake 110.4 days for ful effect

llergy alert:
o I]n Pt Use. o0 e sl to gnepraze
moprzs ) o et o owctins, s ay
nclude: m sk feddening _m bisters
1 a e o o, top use g sk mesical hlp

B ‘”‘g?'; o npnm smunmnu food, vomiting with blood, or bioady
of black s
w heartoum with lightheadedness, sweating or dizzines
= st tpan shliget pan W Shornes o atn;
ms, nckor shoulrs o lighiheadedness

heqien
T ha b i f aserious conciton. S your door.

a use IT you have:
d heariburn over 3 months. This may be  sign of a more
. etous condon
quert Wi eezm% ey it eartoum
-unemmnen wieightloss u nausea of wmiting  stomach pain
u are kg o
with certain

use and ask
[ your heatoum contines or vorsens
= you need o take this procuetfor more than 14 days

0351

||I ililvlal5 |nI |I|I|II

Drug Facts (continued)

YOl NGE0 0 T e T4 T COUTSe o TGTTent very & Tons
= you get diamhes_myou develop 4 rash or fint pain

f pregnant or breasl-Teeding, ask a health professional befure use.
Keep out of reach of children. In case of overdose, get medical heip or contact
& Plson ConlCoror Noht ey (1-500-222 12281

Directions
' for aduits 18 years of age and oider
= s ot b e oce a dy every 24 burs), vy day i 14 s
1 4 days or ulect some people get complete reliefof
sym ms il

= walow 12 e i s o nr s st i e g
@ every dal
o s ot han gl a day
o e To more fhan 14 dys U reced by your docor
lov il oo chen oy capsie
if noodo

BIEHG CMVEEH 4 months
Wh& e than 14 days o mar ofen han every  months

et et oy s oy
= chikiren under 18 years of age: ask:a doctor. Heartbur in children may
sometimas be caused by a serious conditon.

Other information
= et egetong wamings before use
'm kgep the carton. It contains importart information.
R et 2010 51060 0 77°F) an ot o moisture

Inactive ingredients
Bkl s, dbus i phoshe, ot ey moncssards hpronloss
agnesiim i, st cbards, netionit widcomy mermsuersm
it ool mpnqmer ype B, microerystaline celllcse, polysor potassium
armide, g gl 1 o, e, S oL o it
e e i s vl o

Questions or comments?_call 1-888-375-3784

Tips for Managing Heartburn
' Do Nt e fator end over after eating
' Do not wear tightfting clthing around

e

W I over fose

m Quit smoking

TAMPER EVIDENT: Donot use if oll seal

under cap printed wilh “sealed for your

pruboton” o pnk band romd e of
‘capsule s broken

IMPORTANT: Read the directions and

‘wamings before use. Keep fhe carion

It containg importan information.

This product s not manufactured or
distribited by Procter & Gamble, cistributor
of Prilzsec OTCE: Prilosec OTC? is 3
registered trademark of AstraZeneca AB.

Disiributed by:
GERLCARE PARMAGEIGALS CORF

1295 Towbin Avem

Lakewood, ki 0701

Made in india REV: 0923

Treats Frequent Heartburn!
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OMEPRAZOLE MAGNESIUM

omeprazole magnesium capsule, delayed release

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:57896-759

Route of Administration ORAL

Active Ingredient/Active Moiety

Basis of

Strength Strength

Ingredient Name

OMEPRAZOLE MAGNESIUM (UNII: 426QFE7XLK) (OMEPRAZOLE -

UNII:KG60484QX9) OMEPRAZOLE

20.6 mg

Inactive Ingredients
Ingredient Name Strength
MAGNESIUM OXIDE (UNII: 3A3U0GI71G)
MAGNESIUM STEARATE (UNIl: 70097M6130)
RAW SUGAR (UNII: 8M707QY5GH)

TALC (UNIl: 7SEV7)J4R1U)




TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

TRIETHYL CITRATE (UNIl: 8Z96QXD6UM)

FERROSOFERRIC OXIDE (UNIl: XMOM87F357)

CALCIUM PHOSPHATE, DIBASIC, ANHYDROUS (UNII: L11K75P92))

GLYCERYL MONOSTEARATE (UNII: 2300U9XXE4)

HYPROMELLOSE 2208 (3 MPA.S) (UNIl: 9H4L9160BU)

METHACRYLIC ACID - METHYL METHACRYLATE COPOLYMER (1:2) (UNII: 5KY6852577)
GELATIN (UNII: 2G86QN327L)

METHACRYLIC ACID - ETHYL ACRYLATE COPOLYMER (1:1) TYPE A (UNIl: NX76LV5T8])
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)

POLYSORBATE 80 (UNIl: 60ZP39ZG8H)

POTASSIUM HYDROXIDE (UNIl: WZH3C48M4T)

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

FERRIC OXIDE RED (UNII: 1KO9F3G675)

SHELLAC (UNIl: 46N107B710)

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

SODIUM LAURYL SULFATE (UNIl: 368GB5141))

Product Characteristics

Color pink, white Score
Shape CAPSULE Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start
Date
1 NDC:57896-739- 4 i 1 caRTON 09/01/2016
1 14 in 1 BOTTLE; Type 0: Not a Combination
Product
2 NDC27896-739- 5 in 1 caRTON 09/01/2016
2 14 in 1 BOTTLE; Type 0: Not a Combination
Product
3 [[DC97896:739 31n 1 caRTON 09/01/2016
3 14 in 1 BOTTLE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA078878 04/01/2013

Labeler - Gericare Pharmaceuticals (611196254)

no score
22mm
OMP20

Marketing End
Date

Marketing End
Date
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