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Final Printed Labeling
Omeprazole and Sodium Bicarbonate Capsules, 20 mg/1100 mg
14 count Bottle Label
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Drug Facts (continued)

undercap s broken or miseing.
mkeap product out of high heat
andhumidty mprotect produd
fommoldure

Inactive Ingredients FD&C
biueno. 1, FD&C bive o, 2
duminum|ake, FD&C red no. 40,
gelain polysorbate 80, sodum
laurylsufate, sodium starch
gycolde, sodumstearyl
fumarate, titenkim dodde

Questions or comments?
1-800-719-9260

How Omeprazleand Sodium

rduces. Omepmzok and Sodium|

Bicarbonate Capsules, 20 my/1 100 my

act] poductbnat the soure - the

acid pump that produces somachact |
Omepramleand Sodium Bicarbonate

Capsubs, 20 my/ 1100 mg &0 be used
: ﬁ?& 24 bous), enery day

leand
@rbonate

10
Soditm Bi

Omeprazole 20 mg.. Acid reducer
Sodium Bicarbonate 1100m....
s MOWS BbSOTPBONOf thiS

omeprazole product

Use

mtreats frequent heatburn
foocurs 2ormore daysa week)
mmtintended br immediats
relief of heartbum. This drug
may take 1 104 days for

full effect. v
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Warnings
Allergy alert: Donotuse if you
aredlergic to omeprazde

Do not uselifyou hawe:

m Fouble or painswallowing
fod mvomiting wit blood
'mbloody or biack stods

These may be signs of a serious
condifion. See your doctor,

Ask adoctor befare useif you
have mhadhearbumover
3 menhs This may be asign
ofamare serious condtion.
mhearbumwith
lightheadedness, sweating or
dizziness mchestpanor
shoulder pain with shortness of
breath; sweaing; pein spreading
Darms, neck or shoulders; or
lightheadedness  m fequent
chestpain m frequent
wheadng, parfcularlywih
heartbumn - munexplaned
weightloss  m naussaor
wmiing mstomach pan
masodum-estriced det

Ask a doctor ar pharmacist
before use if you are tking
mwarfarin, opidogrelor
dlostazal (HoodHhinring
medcines) m prescription
antingd orent yeast meddnes

m tacrolimus or mycophenalate
mo®edl jmmune sysem
medcines) m prescription
antiretovirals (meddnes for

bicarbonate may inkractwith
certah prescripfon dugs.

Sop iseand ask a doctor if
myur hearbum ceninuesor
worsens W youneed o ke
tisproduct for more then 14 days
mounzed to ke more then
1 courss of freatment every
4menhs  myougetdiathea

If pregnant or breast-feeding,
askahedh professional before

s,
Keep out of reach of chikiren. In
case ofoverdase, get medicd hep
orcontacta Poison Conrol Center
Tight away (1-800-222-1222).

_—

Directions wforadits

18 yearsofage and older
mihis productis i be used
ance a day (every 24 haurs),
enery day for 14 days

mit may tke 1 to 4days for ful
effect alhough some pecple
et complete rellefofsympioms:
wihin24hours

14-Day Course of Treaiment:
mswalow1 capaule witha
gass of waratleast hor
before eafng inhe marming
m take every day for 14 days
mdonottake mere than
1cepsueaday mdonot
chew or crush he capsule
mdonotopen capsue and
grirdeonfood mdonet
use for more han14days
urless directed by your docier
Repeated 14-Day Courses
{ifneeded)

W you may repeat a 14-day
oourse ewery4 monhs

m b nat take for morethan
14 days or more often than
every 4 morths unless
directed by a doctor
mchldrenunder 18 years of
age:ask adockr. Hearbumin
children may sometimes be

Otherinformation

drections, wamingsand
accompanyinglabelinformafon
beforeuse msbore at20-25°C
(B3-77°F) m tamper-evident.
donotussif he bandarownd
e capsule Is missing or broken.

Domotuse f printed el w

causad by a sericus condifon.
—_—
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MODIFIED FORMAT

TYPE SIZES:

TITLE (continued): 7 pt Helvetica Neue 77 Bokl Condensed Oblique

TITLE: 8 pt Helvetica Neue 77 Bokd Condensed Oblique

(continued) 7 pt Helvetica Neue 57 Condensed

HEADINGS: 7 pt Helvetica Neue 77 BoldCondensed Obligue

SUBHEADINGS: 6 pt Helvetica Neue 77 BoldCondensed

TEXT. 6 pt Helvetica Neue 57 Condensed

LEADING: 6 pt

BULLETS: 5 pt Square with 2M'S spacing betw een statements

TELEPHONE #: 6 pt Helvetica Neue 77 Bold Condensed

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt
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Sodium Bicarbonate 1100 mg.
............................... Allows absorption of this o meprazoe prodict

Drug Facts Drug Facts (continued)
Active ingredients (In each capsule) Purpose | Ifpregnantor breast-fe eding, ask ahealth profe sional bef o use.
Omeprazae 20 mg Acid reducer | Keepout of reachof children. In caseof overdose, get medical help

orcontacta Poison Cornirol Center right away (1-800-222-1222).

Use mireatsfrequent heartburn (occurs 2 or more days a week)
mnot interded forimme date relief of heartbum. This drug may
take 1 to 4 daysforfull effect

vidy 1003

Warnings
Alergy alert: Do mtuseif ypuare allegic toomepramle

Donot useif you have: mirouble or painswalbwingfood
mvomitingwithblood  mbloody or black sools.
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 lightheade dnes s, sweating ordizzine ss

m chest pain or shoulder painwith shoriness of breath;sweating;
pain spreading to arms, neck orshoulders or lightheadedness

m frequent chest pan  m frequent wheedng, particuladywith
heartoum m unexplained weight loss  m nausea or vomiting
m stomach pain  m asodium-resticted det

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

Directions

m for adu ts 18 years of age and oder

m this product is to be teed once aday (every 24 hours), everyday
for 14 days

m it may take 1 to 4 days for full effect, although some people gt
complete relief of symptoms within 24 hours

#-Day Course of Teaiment

mswallow 1 capsule with a glass of water at least 1 hour before
eating inthe morning

mtiake every day for 14 days

mdomottake morethan 1capsule aday

mdomtcheworcrsh the capsule

mdonotopencapsule and sprinkie on food

m do notuse for morethan 14 days unlessdirected by your doctor

Repeated 14-Day Courses (if needed)

myou mayrepeata 14-day course every 4 months

mdo not take for more than 14 daysor mare often than
every 4 manths unless directed by a doctor

m children under 18years of age:ask a doctor. Heartbum in
children may sometimesbe caused by aserious condition.

(anxiety medicine) m digoxin heart medicine) m tacrolimus

or mycophendate mofetil jmmune syste m medicineg

m prescription antirerovirals (medicines for HIV infection)

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

Stap use and ask adoctorif myour heartburn continues or
worens  myou needto take this product for morethan 14 days
myouneed to take marethan 1 course of treatment 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 (68-77°F)

m tamperevident: do not use if the band aroundthe capsule
ismissing or broken. Do not use if blister unit is broken or tom.

m keep pmoduct out of highheat and humidity

% myou get diarthea p | = protect product from maigure \ 4 /,,:::’/—*
A .
Drig Facts coninteq) Drug Facts (comtinued) Ditibuted By
Inactive ingredients FDEC blue ro. 1, FO&C biwe no.2auminum | Questions or comments ? E%g@
lake, FD&C red no. 40, gelatin, polysorbate 80 dum lauryl sulf ate, 1-800-719-9260
odium starch glycol ate, sodum stearyl fumarate, titanium doxide P Alkgan, M| 49010
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