CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:

0222830rig1s000
LABELING




=
-]
L]
T
=]
N
k-]
=
@
=
=
]
w

Drug Facts
Active ingredients Purpose

mg Acid reducer
Sou-um BN B0, o
 Allows absorpion of ths omeprazoie product

Drug Faets (continued)

Ask a doctor or pharmacist before use if you are taking

= warfarin, clopidogrel or cilostazol (biood-thinning medicines)
= prescription antifungal or anti-yeast medicines = diazepam
(anxiety medicine) = gigain (eart medicine) = tacrofimus
(immunz systzm medicine) » prescription antiretrovirals

Uu -mfreqmmnbum(owursz_m&yu
wieek) w not intended for immediate resef of heartburn. This drug
may take 1 to 4 days for full effect.

g:dic'las for HIV infection) = any ofher prescription drugs.
um bicarbonate 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

Warnings

Allergy alert: Do not use if you are allergic to omeprazole

Do nat us@ if you have: = trouble or pain Swiallowing food

=yomiting with biood ® bloody or biack stools

These may be signs of a szrious condition. See your doctor.

Ask a doctor before use il you have

= had heartburn over 3 months. This may be a sign of a more

serious condition. = heartburn with lightheadedness, sweating

or diziness = chest pain or shoulder pain with shoriness of

breall;swemg:panspreaﬁ\umms neck or shouiders; or
chest pain = frequent wheezing,

wmlmwmm:n-mhmdwmmm-mm

vomiting = stomach pain = a sodium-restricted diet >

Drug Facts (continued

=you need to take more than 1 course of freatment every 4 months
=you get diarrhea

It 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 Genter right away.

Directions = for aduls 18 years of age and clder
wthis product is to be used onca a day (every 24 hours), every
day for 14 days = it may take 1 10 4 days for ful effect, although
some people get complete relief of symptoms within 24 hours
14-Day Course of Treatment
= product should be taken at least 1 hour before eating in the
morning = take every day for 14 days = do not take more than
maﬁylmmdmmmaMunwmmm
2 tabiespoons of WATER

| Drug Facts (continued)

= D0 NOT USE WITH OTHER LIQUIDS OR FOOD m stir weil and
drink immediately = rafill cup with water and drink = do not use
for more than 14 days unless directed by your doctor
Repeated 14-Day Courses (if needed)
ti\('umlwrweata14-dayuoursaemaryunmﬁls-tltunt

hmhluipﬂmmﬂnhmlm out of high

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. )
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Other information = each powder packet contains:

sodium 460 mg = read the directions and wamings before use

= keep the carten. It contains important information. m store

betwen 20° to 25° (68° to

-tarrwmntmnmmi qxnofm-mm
heat and hum 2ct product from moisture

Inactive ingredients fiavor, snualose. sucrose, xanthan

qum, xylitol >
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Drug Facts (continued)

1-888-4-ZEG-OTC (1-888-493-4682) batween
8:00 AM and 5:00 PM Central Time, Monday
through Friday or visit www.Zegerid0TC.com

Questions or comments? a1
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Drug Facts Drug Facts (continued)
2o inaredi Aska doclor or pharmacist before use if akin
mcammww) ‘-Wm . m c)b.:li.ionr! o clostaml bhoog ey
Ommmm .......................... . Acd teducer | m prascription antifungal or anti-yeast medicines
= diazepam (anxiety medicine)

........................... R heg
Use 'mﬁ' "nmm m rrl::llklim)forHN nfection)
 reats frequent heartoumn {ocaurs 2 or more days  week) | = OO BOAISOWAIY (e diola ¢ Tor HiY inkeokon)
ot intended for immediatzreif of heartoum. This drug | ™ a1y other presciptin drugs. Sodium bicarbonate may
may take 1 to 4 days for full effect. interact with certain prescription drugs.
armings mn;mntau_mrl

- ummm_'s worsens
Allergy alert: Do not use if you are allergic to omeprazole lgﬂ'mtommlspm\g:‘!iwmmmudm
Do not use if you have: = you need to takz more than 1 course of treatment every
w {rouble or pain swallowing food 4 months
= ot o hcksods T e
" or i
These may be signs of a serious condition. See your doctor. :,!,m"mm'mampmm
Ask a doctor before use if you have Keep out of reach of children. In case of overdose, get
= had heartburn over 3 months. This may be a sign of a medical help or contact a Poison Controt Center right
more serious condition. away,
= heartourn with lightheadedness, sweatiag or diziness rections
w chest pain or shoulder pain with shortness of breath; 1
sweating; pain spreading to arms, neck or shoulders; | ™ for aduts 18 years of age and old

000000

or lightheadedness -ﬂlsprodlmlslnbamdmathy(averyzunn),
i foren Fl'm‘ ularly wi .md;yufc:tl:‘m for ful effect, although some
:mmm bl people get complete relief of symptoms within 24 hours

n2usea or vomiting v

= stomach pain
w2 sodium-rastricted diet 14

Drug Facts {continued) Drug Fats (continued)
14-Day Course of Treatment DOther information

= product should be taken at least 1 hour before eating | w each powder packet contains: sodium 460 mg

in the moming = read the directions and wamings before use

= Lake every day for 14 days = keep the carton. It contains important information.

= do not take more than once a day = store between 20° to 25°C (68° to 77°F)

= empty packet contents into a small cup containing = tamper-gvident: do not use if fol is open or broken

2 tablespoons of WATER -heppmduuomofhmmaandhuuldly
-ﬁmﬁmﬁmwwsmmw » protact product from moistu

st n

w ofil cup with water m,‘m’ Inactive lngmdlmfs flavr, sucralose, S4Crose,
wdo not use for more than 14 days unless directed by | Xanthan guim, xylitol

your doctor Questions or comments?

Repeated 14-Day Courses (if needed) Call 1-888-4-2EG-OTC (1-888-493-4682) betwoen 6:00
= you may repeat a 14-day course every 4 morths AM and 5:00 PM cﬂmll‘m Manday through Friday or
= do not take for more than 14 days or more often than | visit wwrw.ZegeridOTC

every 4 months unless directed by a doctor

w children under 18 years of age: ask a doctor. Heartbum
in children may sometimes be caused by a serious

4

umer Care, Inc., PO Box 377, Memphis, TN 38151 USA a subsidiary of
.,Wlnlnhuuae Station, NJ USA. All |;,I|ts reserved. PmducldSpan recyclable
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READ (\UTER CARTON FOR WARNINGS

Use

= trsats frequent hsartbum (cccurs 2 or more days a weok)

= not intended for immediate refief of heartburn. This drug
y take 110 4 days for full effect.

Directions
= for acults 18 ysars of ge and oldar w this product is
10 be used once a day (every 24 hours), every day for

I of symptoms withi

14-Day Coarse of Treatment

' product shoulg be taken at least 1 hour before eating in
the moming = take every day for 14 days mdo not
take more than once aday = emply packet conlents
into a small cup containing 2 tablespoons of WATER

= DO NOT USE WITH OTHER LIQUIDS OR FOOD

w sfir well and drink immediately w refil cup with water
and drink = do not use for more than 14 days unless
directed by your docter »

ND COMPLETE PRODUCT INFORMATI(N

= you may repeat a 14-day courss avery 4 months
= dg net take for more than 14 days or mere ofien than
every 4 manths unless directed by a doctor

| = children uadar 18 years of age: ask a doctor. Hearthum in

children may sometimes ba caused by a serious
condition.

Keep this and 2/l medicstions out of reach of childrea. in
case of overdase, get medical help or contacta Poison
Control Centar right away

Other information

= gach powder packst contains: sodium 450 mg w store
between 20° 1o 25°C (58° to 77°F) = kesp product out of
high heat and hurnidity w protect prodact from moisture
© Copyright & Distributed by MSD Consumer Care, Inc.,
PO Bax 377, Mamphis, TN 38151 USA, 2 subsidiary of
Merck & Co,, Inc., Whitshouse Station, NJ USA.

Al rights reserved. Product of Spain
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

JOEL SCHIFFENBAUER
06/17/2013
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