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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Drug Facts (continued) ! - Drug Facts (continued)

Other information BOTILE Active ingredient (in each capsule) Purpose | * heophyine (zstuna mediine)

« read the directions, wamings and package NSIDE: Lanscprazole 15 mg Acid reducer | * tacrolimus (immune system medicing)
insert before us2 ! « atazanavir (medicine for HIV infection)

* m g’n;m . patikage Im&r]t . 1 %APLS U LES ytsr:ats frequent heartbumn (occurs 2 or more days a week) Stop u:a;l),d ok amm' it

portant information. § « your um col OF Worsens
« store at 20-25°C (68-77°F) ”HR UP «not intended for immediate relief of heartburn; this drug may take 1 to « you need o take this productfor more than 14 days
« keep product out of high heat and humidity S AV E TO

Adays'formneﬁed « you need to take more than 1 cours of treatment every 4 months
+ protect product from moisture ‘ Wamings If pregnant or breast-feeding, ask a health professional before use.
Tnactive ingredients ool sicon Allergy alert: Do not use if you are allergic to lansoprazole Keep out of reach of children. In case of overdose, get medical help or
dioxide, D&C red No. 28, FD&C blue No. 1, FDSC x xx Do not use contact a Poison Confrol Center right away.
L ~7 | "

green No. 3, FD&C red No. 40, gelatin, « if you have trouble or pain swallowing food, vomiting with blood, or 'ﬁmﬁans
hydroxypropyl cellulose, low substituted bloody or black stooks. These may be signs of a serious condition. « adults 18 years of age and older

hydrcxypropyl celulose, magnesium carbonate, on select See your doctor. « this product i fo be used ance a day (every 24 haurs), every day for

tak, titanium dioxide « had heartburn over 3 months. This may be a sign of a more sericus relief of symptoms within 24 hours

Health, Inc. products condiin.

stions or comments? e )
5 — « heartbum with lightheadedness, sweating or diziness 14-Day Course of Treatment

1 ' . « swallow 1 capsule with a glass of water before eating in the momin
* May take 1 to 4 days for full effect, although some people +chest pin cr shoulder pein with shortness of breath sweating; ain .mm,ygfa 14 msg " !
3 TAn spreading to arms, neck or shoulders; or lightheadedness
get complete relief of symptoms within 24 hours « frequent chest pain + o not take mere than 1 capsule a day

p « swallow whole. Do not crush or chew capsules.
* frequent wheezing, paticularly with heartbum « do not use for more than 14 days unless directed by your doctor

XEEP THE GARTON D PACNAGE RSERL * Clinically Proven To Treat Frequent Heartburn Actual Size < inexplained weight loss
oty Pt 140y Courss e

TAMPER-EVIDENT BOTTLE. @ ONE14.DAY COURSE » stomach pain « you may repeat a 14-day course every 4 months
Ask a doctor or pharmacist before use if you are taking « do not take for more than 14 days or more often than every
OF TREATMENT
w&:&mlmﬂo? « warfarin (blood-thinning medicine) 4 months unless directed by a doctor

BLACK BAND AROUND THE CENTER OF EACH _ * prescription antifungal or anti-yeast mediches « chikiren under 18 years of age: ask a doctor before use. Hearttum in »

methacrylic acid copolymer, polyethylene glycol, Ask a doclor before use if you have 14 days
polyscebate 80, starch, Suciose, Sugar sphere, Novartis Consumer P RM’;’:‘R ® « fver disease « it may take 1 to 4 days for full effec, although some pecple get complete

CAPSULE IS MISSING OR BROKEN. ONE 14-DAY COURSE OF TREATMENT Sodium Free « digaxin (heart medicing) chikiren may sometimes be caused by a serious condtion.
Yy
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Drug Facts (continued)

Other information

« read the directions, wamings and package
insert before us2

« keep the carton and package insert.
They contain important information.

« store at 20-25°C (68-77°F)

« keep product out of high heat and humidity

« protect product from moisture

Inactive ingredients colloiial siliccn
dioxide, D&C red No. 28, FD&C blue No. 1, FD&C
green No. 3, FD&C red No. 40, gelatin,
hydroxypropyl cellulose, low substituted
hydroypropyl cellulase, magnesium carbonate,
methacrylic ack copolymer, polyethylene glycol,
polysorbate 80, starch, sucrose, sugar sphere,
falc, titanium dicxide

Questions or comments?
1-800-452-0051

KEEP THE CARTON AND PACKAGE INSERT.
THEY CONTAIN IMPORTANT INFORMATION.
TAMPER-EVIDENT BOTTLE.

DO NOT USE IF INNER FOIL SEAL IMPRINTED
WITH "SEALED for YOUR PROTECTION" OR
BLACK BAND AROUND THE CENTER OF EACH
CAPSULE IS MISSING OR BROKEN.

~
24HR spvE

PREVEZID 5x.xx

Novartis Consumer
Health, Inc. products

* May take 1 to 4 days for full effect, although some people
get complete relief of symptoms within 24 hours

* Clinically Proven To Treat Frequent Heartburn

28GiD

TWO 14-DAY COURSES OF TREATMENT Sodium Free

2 BOTTLES
= INSIDE

2 CAPSULES
TOTAL

r ——=
PREVACID

Actual Size

ONE 14-DAY COURSE
OF TREATMENT
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Drug Facts

Drug Facts (continued)

Active ingredient (in each capsule) Purpose
Lansoprazole 15 mg Acid reducer

« theophyline (asthma medicine)
« tacrolimus (immune system medicine)

Use

« treats frequent heartbum (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

« atazanavir (medicine for HIV infection)

Slop use and ask a doctor if

« your heartburn continues or worsens

« you need to take this produdt for more than 14 days

« you need to take more than 1 course of treatment every 4 months

Warnings
Allergy alert: Do not use if you are allergic to lansoprazole

Do not use

« if you have trouble or pain swallbwing food, vomiting with blood, o
bloody or black stools. These may be signs of a serius condition.
See your doctor.

Ask a doctor before use if you have

« liver disease

« had heartburn over 3 months. This may be a sign of a more serious
condition.

« heartbum 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

« frequent wheezing, particularly with heartbum

« unexplained weight loss

« nausea or vomiting

« stomach pain

Ask a doctor or pharmacist before use if you are taking
« warfarin (blood-thinning medicine)

« prescription antifungal or anti-yeast medicines

« digoxin (heart medicine)
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If pregnant or breast-feeding, ask a heafth professicnal before use.
Keep out of reach of children. In case of overdose, get medical help or
contact a Poison Control Center right away.
—
Directions
« adutts 18 years of age and cider
« this product is tobe used once a day (every 24 hours), every day for
14 days
« it may take 1 to 4 days for full effect, atthough 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 moming
« 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 before use. Heartbumn in
children may sometimes be causad bya serious condition. ’

DRUG FACTS TEXT
TYPE SZESSTYLE

DRUG RACTSTITLE | 9.0 pt. / Helvetica Ci Bold Obl.
HEADINGS 8.0 pt. / Helvetica Ci Bold Obl.
SUBHEADS 6.0 pt. / Helvetica Condensed Bold
BOOY TEXT 6.0 pt. / Helvetica Condensed
BULLETS 5.0 pt. / Helvetica Condensed
TRACKING: 0 HORIZONTAL SCALE: 85%  LEADING: 6.5 pt.
CHARACTERSANCH: <39
BARLINES, HAIRLINES: 1.5 pt,, 0.5 pt.




Reference ID: 3120554

v 4

15311108 E‘

This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

-/ ANFWLVRIL 40
3GISN SIANOD AVA-#1 I3HL

-1 1 WEwey

|

gy

Drug Facts

Drug Facts (continued)

Drug Facts (continued)

Active ingredient (in each capsule) Pumose
Lansoprazole 15 mg Acid reducer

« theophylline (asthma medicine)
« facrolimus fmmune system medicine)

Use

« treats frequent heartburn (occurs 2 or more days a week)

« not intended for immediate relief of heartburn; this drug may take 1to
4 days for full effect

« atazanavir (medicine for HV infection)

Stop use and ask a doctor if

« your heartbum 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

Warnings
Allergy alert: Do not use if you are allergic to lansoprazole

Do not use

« if you have trouble or pain swallowing food, vomiting with blood, o
bloody or black stools. These may be signs of a serious condition.
See your doctor.

Ask a doctor before use if you have

« liver disease

« had heartbum over 3 months. This may be a sign of a more serious
condition.

« heartbumn with lightheadedness, sweating or dizziness

« chest pain or shoulder pain with shorness of breath; sweating; pain
spreading to arms, neck or shoulders; or lightheadedness

« frequent chest pain

« frequent wheezing, particularly with heartbum

« unexplained weight loss

* nausaa or vomiting

« stomach pain

Ask a doctor or pharmacist before use if you are taking
« varfarin (blood-thinning medicine)

« prescription antifungal or anti-yeast medicines

« digaxin (heart medicine)
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If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. I case of overdose, get medical help or
contacta Poison Control Center right away.

—
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
« it may take 1 to 4 days for full effect, atthcugh 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 moming
« take every day for 14 days

« do not take more than 1 capsule a day

« swallow whole. Do not crush or chew capsules.

« do notuse for more than 14 days unless directed by your doctor
Reneated 14-D: o

oyouympmn
« 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 before use. Heartbum in

children may sometimes be caused by a ssrous condiion. »

Other information

« read the directions, wamings and package
insert before usz

« keep the carton and package insert.
They contain important information.

« store at 20-25°C (68-77°F)

« keep product out of high heat and humidity

« protect product from maisture

Inactive ingredients colidal silicon
dioide, D&C red No. 28, FD&C blue No. 1, FD&C
green No. 3, FD&C red No. 40, gelatin,
fydroxypropyl cellulose, low substituted
fydroxypropyl cellulese, magnesium carbonate,
methacrylic acid copolymer, polyethylene glyedl,
polysorbate 80, starch, sucrose, sugar sphere,
falc, titanium dioxide

Questions or comments?
1-800-462-0061

KEEP THE CARTON AND PACKAGE INSERT.
THEY CONTAIN IMPORTANT INFORMATION.
TAMPER-EVIDENT BOTTLE.

DO NOT USE IF INNER FOIL SEAL IMPRINTED
WITH “SEALED for YOUR PROTECTION" OR
BLACK BAND AROUND THE CENTER OF EACH
CAPSULE IS MISSING OR BROKEN.
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Novartis Consumer
Health, Inc. products

* May take 1 to 4 days for full effect, although some people
get complete relief of symptoms within 24 hours

* Clinically Proven To Treat Frequent Heartburn

42Ga0

THREE 14-DAY COURSES OF TREATMENT Sodium Free

FOR FDA REVIEW
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Actual Size

ONE 14-DAY COURSE
OF TREATMENT
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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
04/23/2012
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