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ANDA # 201361
Final Printed Labeling
Omeprazole and Sodium Bicarbonate Capsules, 20 mg/1100 mg
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ra73zosF7 ELY 710

(vamish Over Code)

NO PRINT
ON WHOLE

LABEL

CLEAR OVERLAY LABEL

Drug Facts (continued)

undercap is broken or missing.
mkeap product out of high heat
andhumidty mpmtect produd
fommoldure

Inactive Ingredients FDSC
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Questions or comments?
1-800-719-9260

Capsules, 20 mg/1 100 mg
Omeprmiezand Sodium Bicarbonate
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DrugFacts
Active Purpose
Ingredients
(In each capsule)
(Omeprazole 20 mg.. &id reducer
Sodium Biearbonate 1100 mg....
wwuennMOWS abO1PtON O this
omeprazole product

Use

mireats frequent heartburn
foocurs 2ormore daysa week)
wmtintended or immediate
rellef of heartbum. This drug
may take 11 4 days for

ful effoct. v
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Warnings
Allergy alert: Donotuse ifyou
are dlergic to omeprazde

Do not seifyou hawe:

m rouble or painswallowing
food - mvomiting wit blood
mbloody or black stodls

These may be signs of aseious
condifon. See your doctor.

Ask a doctor befare useif you
have mhadhearbumover
3menhs This may be asign
ofa mare serous condtion.
mhearbumwith
lightheadedness, sweating or
dizziness m chestpainor
shoulder pain with shortness of
breath; sweaing; pain spreading
Darms, neck or shoulders; or
lghtheadedness  m fequent
chestpain mfrequent
wheaang, parfcularlywih

wmiing mstomach pan
masodum-estricied det

Ask adoctor or pharmacist
before useif you are tking

m warfarin, dopidogrel or
dlostazl (boodHhinring
medcines) m prescription
antingd orent-yeast meddnes
mdazepam (andety medicing)
mdgadn heart medcine)

m tacolimus or mycophenalate
moRedl jmmune sysiem
medcines) m prescription
antirerodras (medcines for
HVinfection) m methotrexate

bicarbonate may ineractwith
certai prescripfon drugs.

Siop use and ask adoctar if
myur hearbumeeninuesor
worsens W youneed to ke
tisproduct for more then 14 days
myouneed to take mere than
1 courss of treatment every
4menhs  myougetdianhea

If pregnant or breast-feeding,
ask ahedh professional befere

use,
Keepout of reachof children. In

tight away (1-800-222-1222).
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Directions wforadits

18 warsofage andolder
mithis product is o be used
o2 day (every 24 hour),
every day for 14 days
mit may tke 1 to 4days for full
effect alhough some pecple
et complete rellefofsympms
wihin24hours

14-Day Course of Treaiment
mswalow 1 capaule witha
glass of wakratleast1 hor
before eadng Inhe maming
m teke every day for 14 days
mdonottake mare then
1cepsueaday mdonot
chew or crush he capsue
mdonotopen capsue and
rindeonfood mdonot
use formore han 14days
urless directed by your dockr
Repeated14-Day Courses
(fneeded)

myou may repeat a 14-day
oourse ewryd ments

m b not take for more than
14 days or more often than
every 4 morths unless
directed by a doctar
mchldrenunder 18 years of
age:askadockr. Hearbumin
children may sometimes b

causad by aserious condifon,

OtherInformation

meach capsue contans:
sodium302mg  mreadhe
drections, wamingsand
accompanying labelinfrmaton
befreuse  msbre at20-25°C
(B3-77°F) mtamper-evident:
donetussif he band around
e capsule s missing o broken.
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Use wmireatsfrequent heartburn (occurs 2 or more days a week)
mnot interded forimmedate relief of heartbum. This drug may
take 1 to 4 daysforfull effect

Warnings
Alergy alert: Do notuse if you are allemic to omeprazle

Donot useif you have: mtrouble or painswalbwingfood
mvomitingwithblood  mbloody or black s cols.
These may be signs of a sefious cond tion. See your doctor.

Ask adoctor beforeuseifyouhave m had heatbum over

3 months. This may be a sign of a more serious condition.

m heartbum with liphtheade dnes s, sweating ordizziness

m chest pain orshoulder painwith shortness of breath; sweating;
pain spreading to arms, neck orshoulders or lightheadedness
mfrequent chest pan  m frequent wheeang, particulad ywith
heartbum m unexplained weight loss  m nausea or vomiting
m stomach pain  m asodium-resticted det

Ask adoctor or phamacistbefare use ¥ you are taking
m warfarin, clopidogrel or cilostazol (blood-thinning medicines)
m prescription antifungal or anti-yeast medicines  m dazepam

Drug Facts Drug Facts (confinued)
Active Ingredients (In each capsule) Purpose || fpregnantor breast-fe eding, ask ahealth professional bef ore use.
Omeprazade 20 mg Acid educer | Keepout of hof children. In caseof overdose, get medical help
Sodium Bicarbonate 1100 mg. orcontacta Poison Corirol Center rightaway (1-800-222-1222).
............................... Allows absorption of this o meprazde product

Directions

m for aduts 18 years of age and oder
m this product is to be tsed once aday (every 24 hours), everyday
for 14 days
m it may take 1 to 4 das for full effect, although some people et
complete relief of symptoms within 24 hours
#-Day Course of Teaiment
mswallow 1 capsule with a glass of water at least 1 hour before
eatinginthe morning
mtiake every day for 14 days
mdonottake morethan 1capsule aday
mdomotcheworcrush the capsule
mdonotopencapsule and sprinkie on food
m o otuse for morethan 14 days unlessdirect ed by your doc tor
Repeated 14-Day Course s (if needed)
myou mayrepeata 14-day course every 4 months
mdo not take for more than 14 days or mare often than
every 4 manths unless directed by a doctor
m children under 18years of age:ask a doctor. Heartbum in
chidren may sometimesbe caused by aserious condition.

(anxiety medicine) m digoxin heart medicine) m tacrolimus

or mycophenclate mofetil jmmune syste m medicineg

m prescription antiretrovirals (medicines for HIVinfection)

m me thotrexate (arthritismedicing)  m any other prescription drugs.
Sodium bicarbonate mayinteract with certain prescription drugs.

Stap use and ask adoctor if  myour heartburn continues or
woreens  myou needto take this product for morethan 14 days
myouneed to take morethan 1 course of treaiment every 4 months

Other Information

m each capsule contains: sodium 302 mg

m read the directions, warnings and accompanying label
information bef ore use

m store at 20-25°C (88-77°F)

m tamper-evident: do not use if the band around the capsule
ismissing or broken. Do not use if blister unit is broken ortom.

m keeppmoduct out of highheat and humidity

% myouget diarthea p| = protect product frommasure v /-—-:':,/“
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Drug Facts (continued) Drug Facts (continued) S e By
Inactive ingredients FDEC bluem. 1,FD&C bie no.2aluminum | Questions or comments ? Em@
lake, FD&C red no. 40, gelatin, polysorbate 80 vdum lauryl sulf ate, 1-800-719-9260
dium starch glycolate, sodum stearyl fumarate, titanium daxide P Alkgan, Ml 49010 Y.
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