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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

Active ingredient (in each capsule)
Lansoprazole 15 mg

Use

« freats frequent heartburn (occurs 2.ormare days a week)
« not intended for immediate relief of heartburn; this drug may

take 1 to 4 days for full effect

J1VS T1IV13H 404 10N — F1dWVS

Drug Facts (continued)

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.

Wamings

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, or 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 heartburn over 3 months. This may be a sign of a more

serious condition.

« heartburn with lightheadedness, sweating or dizziness
5.0625" « 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 heartburn

« unexplained weight loss
« nausea or vomiting
« stomach pain

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, although 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

« swallow whole. Do not crush or chew capsules.

« do not use for more than 14 days unless directed by your doctor

15.375”

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. Heartburn in
children may sometimes be caused by a serious condition.

Ask a doctor or pharmacist before use if you are taking

« warfarin (blood-thinning medicine)

« prescription antifungal or anti-yeast medicines

« digoxin (heart medicine)

« theophylline (asthma medicine)

« tacrolimus (immune system medicine)
« atazanavir (medicine for HIV infection)

Other information

« read the directions, warnings and all information before use
« keep the package. It contains important information.

« store at 20-25° C (68-77° F)

« keep product out of high heat and humidity

« protect product from moisture

Stop use and ask a doctor if
« you get diarrhea
« your heartburn continues or worsens

Inactive ingredients  colioidal silicon 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 hydroxypropyl cellulose, magnesium carbonate,
methacrylic acid copolymer, polyethylene glycol, polysorbate 80, starch,
sucrose, sugar sphere, talc, titanium dioxide

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

« you need to take more than 1 course of treatment every 4 months | Questions or comments?  1-800-452-0051
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Drug Facts
Font Size - 8.37pt & 7.73pt

Font - Helvetica Neue Bold Condensed & Helvetica Neue Condensed

Stroke sizes - 1.25pt & .64pt

PPI
Font Size - 7pt & 6pt

Font- Myriad Pro Bold Condensed & Myriad Pro Condensed

Leading - 10pt & 7pt
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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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* May take 1 to 4 days for full effect, although some people
get complete relief of symptoms within 24 hours

5.0625"

* Clinically Proven To Treat Frequent Heartburn

4G

ONE 14-DAY COURSE OF TREATMENT Sodium Free

25"

Relieve your frequent heartburn with
1 pill a day for 14 days

15.375” 156.375”
5.0625"
Two days of your frequent heartburn treatment
Follow samples with a 14-day course of treatment. Read Drug Facts label before use.
o5 TAMPER-EVIDENT INNER UNIT. DO NOT USE [F FOIL SEAL OR BLACK BAND AROUND THE CENTER OF EACH CAPSULE [S TORN OR BROKEN.
®
PREVACID°24HR
Available at retailers nationwide
Find valuable information and special offers at: www.Prevacid24HR.com
4.75"
MANUFACTURER'S COUPON | EXPIRES XX/XX/XX
on any Prevacid®24HR product Lseas et
030067-101093
COUPON NOT VALID FOR PURCHASES REIMBURSED BY MEDICARE, MEDICAID, OR SIMILAR FEDERAL AND STATE W‘
PROGRAMS (INCLUDING STATE PHARMACEUTICAL ASSISTANCE PROGRAMS). COUPON NOT VALID FOR RESIDENTS OF
MASSACHUSETTS IF PURCHASE IS REIMBURSED BY A HEALTH CARE INSURER. COUPON IS NOT VALID WHERE
PROHIBITED OR RESTRICTED BY LAW. RETAILER: We will reimburse you for face value of coupon plus 8¢ if submitted in
compliance with our redemption policy, available upon request. Cash value 1/20¢. Mail to: Novartis Consumer Health, CMS
v Dept. 00067, 1 Fawcett Dr., Del Rio, TX 78840. Limit one coupon per purchase. ©2012 Novartis Consumer Health, Inc. 5 7000677210767 " 8 v
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Drug Facts

Drug Facts (continued)
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Active ingredient (in each capsule)
Lansoprazole 15 mg.

Use

« freats frequent heartbum (occurs 2 or more days a week)

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

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.

Warnings

Alergy alert: Do not use if you are allergic to lansoprazole

Do not use

« if you have trouble or pain swallowing food, vomiting with blood, or
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.

« heartburn 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 heartburn

« unexplained weight loss

* nausea or vomiting

+ stomach pain

Ask a doctor or pharmacist before use if you are taking
wafalln (blood-thinning medicine)
antifungal or anti-yeast medicines
. dnoxm (heart medicine)
« theophylline (asthma medicine)
« tacrolimus (immune system medicine)
« atazanavir (medicine for HIV infection)

Stop use and ask a doctor if

« you get diarrhea

« 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 |

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, Msanepeopbget
complete relief of symptoms within 24

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

« 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. Heartburn in
children may sometimes be caused by a serious condition.

Other information
. madﬂwdlmcﬁom,wmimsarﬂalkﬂumaﬁonbefmuse
« keep the package. It contains important information.
« store at 20-25° C (68-77°F)
« keep product out of high heat and humidity
« protect product from moisture

DRUG FACTS TEXT
TYPE SIZE/STYLE

DRUG FACTS TITLE 9.0 pt. / Helvetica Neue LT Std 77 Bold Condensed
ACTIVE INGREDIENTS LINE 6.45 pt. / Helvetica Neue LT Std 77 Bold Condensed
HEADINGS 8.0 pt. / Helvetica Neue LT Std 77 Bold Condensed
SUBHEADS 6.0 pt. / Helvetica Neue LT Std 77 Bold Condensed
BODY TEXT 6.0 pt. / Helvetica Neue LT Std 57 Condensed
BULLETS 5.0 pt. / Helvetica Neue LT Std 57 Condensed

TRACKING: 0 HORIZONTAL SCALE: 0 LEADING: 6.5 pt.

CHARACTERS/INCH: <40

BARLINES, HAIRUNES: 0.0069 In., 0.0208 In

Inactive ingredients colloidal silicon dioxide, D&C red No. 28,
FD&C blue No. 1, FD&C green No. 3, FD&C red No. 40, gelatin,
hydraxypropyl cellulose, low substituted hydroxypropyl cellulose,
magnesium carbonate, methacrylic acid copolymer, po!yelhylem glycol,
polysorbate 80, starch, sucrose, sugar sphere, talc, titanium dio;

Questions or comments? 1-800-452-0051

ASD]| SPUN PN 5|PUB ]| DIIBWY Y14 JDIUDLLLIEY 4 P 1§ OYIBWPRIP3IIIGA e 5| JODYAH

M3IA3d VA4 404 -14vdd

PPITEXT
TYPE SIZE/STYLE
PPITITLE 11.0 pt./ Myrlad Pro Bold Condensed
HEADINGS 7.0 pt./ Myriad Pro Bold Condensed
SUBHEADS 6.0 pt. / Myriad Pro Bold Condensed
BODY TEXT 6.0 pt. / Myriad Pro Condensed
BULLETS 6.0 pt. / Myriad Pro Condensed

TRACKING: 0 HORIZONTAL SCALE: 85%

LEADING: 6.5 pt.

CHARACTERS/INCH: <40

BARLINES, HAIRLINES: 0.0108 In




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

DRAFT: FOR FDA REVIEW

Indicated for the treatment of frequent heartburn™

Instructions for patient

PREVACID®24HR is to be used once a day (every 24 hours), every day for 14 days unless otherwise
directed by your doctor. Read label on back before use.

*Heartbum 2 or more days a week.

Relieve your frequent heartburn with
1 pill a day for 14 days

Follow samples with a 14-day course of treatment.
Read Drug Facts label before use.

TAMPER-EVIDENT INNER UNIT. DO NOT USE IF FOIL SEAL DR BLACK BAND AROUND THE CENTER OF EACH CAPSULE IS TORN OR BROKEN.

PREVACID®*24HR
Available at retailers nationwide

Find valuable information and special offers at: www.Prevacid24HR.com

MANUFACTURER'S COUPON | EXPIRES 12/31/12

SAVE %1%

on any Prevacid®24HR product s

030067=101459
COUPON NOT VAL D FOR PURCHAGES REIMBURSED BY MEDICARE, MEDICAD, OR

SMLAR FEDERAL AND STATE PROGRAMS (NCLLO NG STATE PHARMACELTICAL

ASSISTANCE PROGRAMS) COUPON NOT VALD FOR FESDENTS OF

MASSACHUSETTS F PURCHASE IS REMBURSED BY A HEALTH CARE NSURER

COUPON IS NOT WD WHERE PROHBITED OR RESTRICTED BY LAW. RETAILER: " g -
We wil reimburs you for face valuz of coupon plus 8¢ if subm tted in compliano:

wh our redemption palicy, avaiable pon request Cash vake 1/20¢. Mal fx

Novaris Consumer Health, CMS Deptzml. 1 Fawoett v, Del Rio, TX 78340,

Limit ore coupan per purchase. ©2012 Novartis Consumer Health, Inc.
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LOT/EXP AREA. MUST

HAVE BLACK INK
WITHOUT VARNISH.

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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Walmart > <

Save meney. Live better.
If this product is found
for sale at a location other
than Walmart, please call
1-800-WAL-MART

THREE 14-DAY COURSES
OF TREATMENT

Reference ID: 3191440



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

* 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

N

3 14-DAY COURSES OF TREHTMENT

@ Sodium Free

FDA SUBMISSION - Prevacid 42ct Club Pack Front
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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.

Drug Facts Drug Facts (continued)
Active ingredient (in each capsule) Pumpose | Directions
Lansoprazole 15 mg Acid reducer | « adults 18 years of age and okder
« this product is to be used once a day
every 24 hours), every day for 14 daj
« treats frequent heartbum (occurs 2.or more days a week) . {t mm 1 m)4 dagfofynﬂl effect s
« not intended for immediate relief of heartburm; this drug may take 1 to 4 days for full effect although some pecple get complete !
Warnings relief of symptoms within 24 heurs L JMLNCI7 - 628 6 - 4LEE
Allergy alert: Donot use if you are allergic to 14-Day Course of Treaiment
Do not use « swallow 1 capsule with a glass of water before eating in the moming
« if you have trouble or pain swallowing food, vomiting with blood, or bloody or black stools. These « take every day for 14 days
may be signs of a sericus condition. See your doctor. '&%mom‘ ca(;tslle:day I
Ask a doctor bel T you have . e. crush or chew capsules.
.||y:m|sem orouseihyod « do not use for more than 14 days unless directed by your doctor
« had heartbum over 3 months. This may be a sign of a more serbus condition. 14-Day Courses (if n
« heartbum with lightheadedness, sweating or dizziness * you may repeat a 14-day course every 4 months
« chest pain or shoulder pain with shortness of breath; sweating; pain spreading to arms, neck or « do not take for more than 14 days or more often than every 4 months unless directed by
shoulders; o lightheadedness a doctor

« frequent chest pain « frequent wheezing, particularly with heartbumn

« unexplaied weight koss » nausea or vomiting stomach pain « chikdren under 18 years of age: ask a doctor before use. Heartbum in children may sometimes be

- caused by a serious condition.

Ask a doctor or pharmacist before use if you are taking pr—— -

« varfari (blood-thinning medicine)  « prescription antifungal or anti-yeast medicines Other information o

« digawdn (heart medicine) « theophylline (asthma medicine) « read the directions, wamings and all information before use

«tacrolimus (immune system medicing) « atazanavir (medicine for HIV infection) « keep the package. It contains important informetion.

Slop use and ask a doclor f « store at 20-25°C (68-77°F)  » keep product out of high heat and humidity

+ you get diarrhea « your heartbum continues or worsens + protect product from moisture

« you need to take this product for more than 14 days Inactive ingredients colbidal silicon dioxide, D&C red No. 28, FD&C biue No. 1, FDEC green

+ you need to take more than 1 course of treatment every 4 months No. 3, FD&C red No. 40, gelatin, hydroieypropyl cellulose, low substituted hydroxypropyl callulose,

If pregnant or breast-feeding, ask a health professional before use. magnesium carbonate, methacrylic acid copolymer, polyethylene glycol, polysorbate 80, starch,

Keep out of reach of children. In case of overdose, get medical help or contact a Polson Control sucrose, sugar sphere, talc, titanium diodde

Center rightaay. ® | Questions or comments? 1-800-452-0061

Visit us at www.prevacid24hr.com

What you should know about PREVACID®24HR \
Please read all information before taking PREVACID®24HR. AN
i Save for future reference. AN i

How PREVA(ID’zllHRTreatsYour Frequent Warnings and When to Ask Your Doctor Tips for Managing Heartbum !
Heartbum | Allergy alert: Do not use if you are allergic to lansoprazole + Avoid foods o drinks that are tore likely tp cause heartbum,
PREVACID®24HR stops acid production at the source —the pumps Do not use such asrich, spicy, fatty and fiied foads, chocolate, caffeine,
thatreease acid into the stomach. PREVACID®24HR s taken once . ifyou have troubleor pain swallowing food, vomiting with alcohol and even some acidic iuits and yefietables.
aday (every 24 hours} every day for 14 days. blood, or bloody or black stools. These may be signs of a serious ~* Eat sowly and do not eat big meals. |
What You Can Expect When Taking PREVACID"24HR _ condiion. See your doctor. © Donateatlateat ightor st befue bt e
Frequent heartbum can occur anytime during the 24-hour period  Ask a doctorbefore use if you have .R 'mﬂ\':h:atdwof mma er eating.
(day or night). Take PREVACID®24HR in the morning before « liver disease : w’;“m o ’::h. PR BN
eating. PREVACID®24HR is dinically proven to treat frequent « had heartburn over 3 months. This may be a sign of amore o arloose-fiting m‘h'"g‘"?" yourstpmach.
heartburn. Although some people get complete relief of serious condition. * Ifyouare overweight,lose weight. i

symptomswithin 24 Hours, it may take 1 to 4 daysforfulleffect. - heartbumwith lightheadedness, sweating ordizziness ~ * 1/¥ou smoke, quit smoking. !
Make sure you take PREVACID*24HR every day for 14 days to + chest pain or shoulder pain with shortness of breath; sweating; ~ Clinical studies prove PREVACID24HR effectively

treat your frequent heartburn. pain spreading to arms, neck or shoulders; or lightheadedness treatsfrgg uentheanbum i
Who Should TakelPREVACID®24HR - fequentchestpain o el stues, EROD 200 ol shown o be
Aduhs(wyearmdqder) vith frequent heartbum— when ~ * frequem_wheeqng, particularly with heartburn sgnrﬁ(mbbenermmplxebommngreqwnhearﬂmm.
you hare heartbum 2.0r more daysa week. : m':r‘dm:ﬁg:"“ How PREVACID®24HRisSold |
Who Should NOT fake PREVACID"24HR « stomach pain ﬁg‘;ﬂfﬁf}mlﬁﬂﬁm"u;f";’t‘::;"f‘ .
e, Mkt oG e et st
. * Wariann (blood- d - ays in a row unless directed by your doctor. for the 28 count (two
:‘z::(““ ::‘Tf*“"’ 24HR . mﬂ:‘m‘m& o)rannveastmms 14—dayu1>:|;eas)andme42m:m (th;eeﬂ- aycourss), youmay
ourse of Treatment . I - repeata 14-day course every 4 months.
: fh":‘ml";"m tha glass of water before eatingin mﬂ:}i&m;@;’ ::;z)didne) For Questions or Comments Abou)} PREVACID®24HR
Tokeewrydyforlédgs - dazanavi (medicnefor AN infecion) <~ —6all1-800-452-0051 fprevadd2dhrcom
« Donot take more than 1 capsule a day. Stopuse and aska doctor if
« Swallow whole. Do not crush or chew capsules. « you getdiarrhea
« Do not use for more than 14 days unless directed by your doctor. ~ « your heartburn cm‘tinwsorwsens
When to Take PREVACID*24HR Again + you need to take this product for more than 14 days
You may repeat a 14-day course of therapy every 4months, * Youneed to take more than 1 course of treatment every
When to Talkto Your Doctor 4moatis ' ,
Do nat take for more than 14 days or more often than every If pregnant or breast-feeding, ask a health professional LOT:
4 months unless directed by a doctor. before use. .
Keep out of reach of children. In case of overdose, get EXP:
U medical help or contact a Poison Control Center right away. .
) NOVARTIS MADE IN:

Distributed by: Novartis Consumer Health, Inc., Parsppany, NJ 07054-0622 ©2012 X0000(
PREVACID® is a registered trademark of Takeda Pharmaceuticals North America, Inc., and is used under license.
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PREVAZID

hmga

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

Please read the entire package insert before taking PREVACID”24HR.
Save for future reference.

How PREVACID®24HR Treats Your
Frequent Heartburn

PREVACID*24HR stops acid production at the
source - the pumps that release acid into the
stomach. PREVACID®24HR is taken once a day
(every 24 hours), every day for 14 days.

What You Can Expect When Taking
PREVACID®24HR

Frequent heartburn can occur anytime during
the 24-hour period (day or night). Take
PREVACID*24HR in the morning before eating.
PREVACID*24HR s clinically proven to treat
frequent heartburn. Although some people get
complete relief of symptoms within 24 hours, it
may take 1 to 4 days for full effect. Make sure
you take PREVACID®24HR every day for 14 days
to treat your frequent heartburn.

Who Should Take PREVACID®24HR
Adults (18 years and older) with frequent
heartburn - when you have heartburn 2 or
more days a week.

Who Should NOT Take PREVACID®24HR
People who have one episode of heartburn a
week or less, or who want immediate relief of
heartburn.

How to Take PREVACID®24HR

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.

« Swallow whole. Do not crush or chew capsules.

« Do not use for more than 14 days unless
directed by your doctor.

When to Take PREVACID“24HR Again
You may repeat a 14-day course of therapy
every 4 months.

When to Talk to Your Doctor
Do not take for more than 14 days or more often

than every 4 months unless directed by a doctor.

Warnings and When to Ask Your Doctor
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, or bloody or black stools.
These may be signs of a serious condition. See
your doctor.

/ /

AN

/

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.

« heartburn 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 heartburn

« 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)

« theophylline (asthma medicine)

« tacrolimus (immune system medicine)

« atazanavir (medicine for HIV infection)

Stop use and ask a doctor if

« you getdiarrhea

« 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

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.

Tips for Managing

Heartburn

« Avoid foods or drinks that are more likely to
cause heartburn, such as rich, spicy, fatty and
fried foods, chocolate, caffeine, alcohol and
even some acidic fruits and vegetables.

CUET Z0NE

« Eat slowly and do not eat
big meals.

«» Do not eat late at night or
just before bedtime.

+ Do not lie flat or bend over
soon after eating.

« Raise the head of your bed. p——

« Wear loose-fitting clothing
around your stomach.

« If you are overweight, lose weight.

« If you smoke, quit smoking.

Clinical studies prove PREVACID®24HR
effectively treats frequent heartburn
In three clinical studies, PREVACID®*24HR was
shown to be significantly better than placebo
in treating frequent heartburn.

How PREVACID®24HR is Sold
PREVACID®24HR is available in 14 capsule,

28 capsule and 42 capsule sizes. These sizes
contain one, two and three 14-day courses of
treatment, respectively. Do not use for more
than 14 days in a row unless directed by your
doctor. For the 28 count (two 14-day courses)
and the 42 count (three 14-day courses), you
may repeat a 14-day course every 4 months.

For Questions or Comments About
PREVACID®24HR

Call 1-800-452-0051 or visit us at
www.prevacid24hr.com

Distributed by: Novartis Consumer Health, Inc., Parsippany, NJ 07054-0622
©2012 X000

PREVACID® is a registered trademark of Takeda Pharmaceuticals North America, Inc.,
andis used under license.

INSERT TEXT
TYPESIZESTYLE
HEADINGS 8.0 pt_/ Myriad Pro Bold
SUBHEADS 7.0 pt_/ Myriad Pro Bold
BODY TEXT 7.0pt / Myriad Pro Regular

TRACKING: 0 HORONTAL SCALE: 100%  LEADNG: 8.5 pt

CHARACTERY/NCH: <39

BARLINES, HARLINES: 1.5 pt., 05 pt

/

Reference ID: 3191440

FDA SUBMISSION - Prevacid Standard Insert for Cartons




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

INSERT TEXT
TYPE SZESTYLE

HEADINGS 7.75 pt. / Myriad Pro Bold

SUBHEADS 7.0pt._/ Myriad Pro Bold
BOOY TEXT 7.0pt. / Myriad Pro Regular
® TRACKNG: 0 HORIZONTALSCALE: 100% _ LEADING: 9.0 pt.
CHARACTERS/INGH: <30
P ’ . RARUINES, HAIRLNES: 1.5 pt., 0.5 pt.

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

Save for future reference.

Please read the oTin package insert before taking PREVArID’ZdHR.

How PREVA{IDQMHR Treats Y4ur How to Take PREVAJID°24HR
Frequent Heartburn
PREVACID®*24HR stops acid productign at the 14-DAY Course of Trea jment
source - the p{mps that release aciti into the . ;'wallow 1 capsule witl‘v a glass of water before
stomach. PREVACID®24HR is taken once a day eating in the morning.
(every 24 hours), every day for 14 dayk. « Take every day for 14 days.
I %o not take more tha% 1 capsule a day.
What You Can Expect When Taking « Swallow whole. Do not crush or chew capsules.

PREVACID®2aHR « Do not use for more than 14 days unless dirdcted
Frequent heartburn can occur anytime during the $y your doctor. T

24-hour period (day or night). Take PREVACID®24HR

in the morning |before eating. PREVACID*24HR is When to Take PREVACID*24HR Again
clinically proven to treat frequent heartburn. Yt{:x may repeata 14-dry course of therapy every
Although some people get complete relief of 4 months.

symptoms withfn 24 hours, it may takg 1 to 4 days for

full effect. Make sure you take PREVAC|D®24HR every WFan to Talk to Your DL:ctor
day for 14 days to treat your frequent heartburn. Do not take for more than 14 days or more often

thpn every 4 months un|ess directed by a doctor.
Who ShouIdeake PREVACID@24HR L
Adults (18 years and older) with frequent Warnings and When to Ask Your Doctor
heartburn - when you have heartbufn 2 or more Al|ergy alert: Do not usg if you are allergic to
days a week. r lansoprazole r
Who Should NOT Take PREVACID®24HR D¢ notuse
People who hare one episode of heaEbum aweekor -« if you have trouble or pain swallowing food,
less, or who want immediate relief of heartburn. vomiting with blood, or bloody or black stools.
hese may be signs of p serious condition. Sée
‘ lour doctor. r
Ask a doctor before use if you have « Eat slowly and do not eat big meals.
« liver disease » Donot eat Iatlat night or just befort bedtime.
« had heartburn over 3 months. This may be a signjof ~ « Do not lie flat br bend over soon aftér eating.
amore serious condition. « Raise the head of your bed.
. heartEum with Iighthoad#dness, sweating or « Wear Ioose-ﬁ\ii:g clothing around *our stomach.
dizziness « If you are overweight, lose weight.
« chest pain or shoulder pain with shortness of « If you smoke, quit smoking.
breatt; sweating; pain spreading to arms, neck of] ll
shoulders; or lightheadedngss Clinical studies prove PREVACID®24HR
« frequent chest pain effectively treats frequent heartburn
« frequent wheezing, particu|arly with heartburn In three clinical studies, PREVACID‘;Z:}R was shown
« unexplained weight loss to be significantly better than placeba in treating
+ nausea or vomiting frequent heartburn.
« stomach pain
How PREVACID®24HR is Sold
Ask a doctor or pharmacist before use if you PREVACID®24HR is available in 14 capsule, 28 capsule
are tak|ng and 42 capsulelizes.These sizes contgin one, two
« warfarin (blood-thinning medicine) and three 14-daly courses of treatment, respectively.
« prescription antifungal or anti-yeast medicines Do not use for more than 14 days in a row unless
« digoX n (heart medicine) T directed by your doctor. For the 28 cotnt (two 14-day
« theophylline (asthma meditine) courses) and the 42 count (three 14-day courses), you
« tacrolimus (immune system medicine) may repeat a 14-day course every 4 months.
. ataz:}ravir (medicine for Hr% infection) J
For Questions or Comments About
Stop use and ask a doctor i PREVACID®24HR
« you % diarrhea l Call 1-800-452{(:)51 or visit us at
« your heartburn continues dr worsens www.prevacid2#hr.com
- you to take this product for more than 14 days
. youE: to take more tha} 1 course of treatme%
everyl4 months
If progjman! or bnast-foedi+g, ask a health
professl onal before use.
Koe:}it of reach of childvjn. In case of overdose,
get ical help or contact d Poison Control Center
right away.
Tips fIr Managing HeanLurn

+ Avoid foods or drink.s that N re more likew'to caus Distributed by: Novartis Consumer Health, Inc., Parsippdny, NJ 07054-0622
heartpurn, such as rich, spigy, fatty and fried f ©2012 X0UK
chocolate, caffeine, alcoholland even some acidi PREVACID®is a registered trademark of Takeda Ph Is North America, Inc,

fruits and vegetables. ’ ‘ and is used under license
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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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