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Drug Facts (continued)

Other information
. (ead the directions, warnings and package

Active ingredient (in each capsule) Purpose | Stop use and ask a doctor if

Treats Frequent Heartburn ﬂ GG Drug Facts Drug Facts continued)

NS' DE L 15mg Acid Reducer | ® your heartburn continues or worsens

insert before use ) « you need to take this product for more than 14 days
 keep the cgm_)n and pac_kage |ns_en. C APSU LES Use « you need to take more than 1 course of treatment every 4 months
They contain important mI:)ormatlon. TOTAL « treats frequent heartburn (occurs 2 or more days a week) « you get diarrhea e you develop a rash or joint pain

If pregnant or breast-feeding, ask a health care professional before use.

« store at 20-25°C (68-77°!
. keetp ptrodugt Otuft of h|ghlhteat and humidity 4 days for full effect Keep out of reach of children,
. E{Esﬁccap;‘:igl,'fﬂy ?ﬁ";r'{',gf e Warnings In case of overdose, get medical help or contact a Poison Control Center
—— - m— Allergy alert: Do not use if you are allergic to lansoprazole right away.
Inactive ingredients colloidal siicon Py
dioxide, D&C red No. 28, FDSC biue No. 1 Do not use Directions
FDAC éreen o3 F'D&(Y: "ed Mo 40 gélafin « if you have trouble or pain swallowing food, vomiting with blood, or « adults 18 years of age and older
cellulose. low substituted bloody or black stools. These may be signs of a serious condition. « this product is to b used once a day (every 24 hours), every day for
hydroxypropyl cellulose, magnesium carbonate, See your doctor. 14 days

« not intended for immediate relief of heartburn; this drug may take 1 to

methacrylic acid and ethyl acrylate copolymer, Ask a doctor before use if you have « it may take 1 to 4 days for full effect, although some people get complete
polyethylene glycol, polysorbate 80, starch, « liver disease relief of symptoms within 24 hours
sucrose, sugar sphere, talc, titanium dioxide “m « had heartburn over 3 months. This may be a sign of a more serious 14-Day Course of Treatment

z condition. « swallow 1 capsule with a glass of water before eating in the mornin
Questions or comments? « heartburn with lightheadedness, sweating or dizziness « take every da’; for 14 daysg ’ !
1-800-452-0051 * May take 1 to 4 days for full effect « chest pain or shoulder pain with shortness of breath; sweating; pain « do not take more than 1 capsule a day

« Sodi F spreading to arms, neck or shoulders; or lightheadedness « swallow whole. Do not crush or chew capsules.
el 7 ﬁ ’CﬁJ _\,a\i g . ;requen: 0':1051 pain iy with earth « do not use for more than 14 days unless directed by your doctor
ctval D1Z « frequent wheezing, particularly with heartburn )
| PSR o i a
KEEP THE CARTON AND PACKAGE INSERT. ONE . weightloss « nausea or vomiting » stomach pain Repeated 14-Day Courses (if needed)
THEY CONTAIN IMPORTANT INFORMATION. 14-DAY COURSE - - « you may repeat a 14-day course every 4 months
OF TREATMENT Ask a doctor or pharmacist before use if you are

TAMPER-EVIDENT BOTTLE, « taking a prescription drug. Acid reducers may interact with certain * do not take for more than 14 days or more often than every

o 4 months unless directed by a doctor
DO NOT USE IF INNER FOIL SEAL IMPRINTED prescription drugs. K X
WITH “SEALED for YOUR PROTECTION” OR « children under 18 years of age: ask a doctor before use. Heartburn in

BLACK BAND AROUND THE CENTER OF EACH ' children may sometimes be caused by a serious condition.

GAPSULE IS MISSING OR BROKEN. ONE 14-DAY COURSE OF TREATMENT
£91-9829-J900 ¢
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Drug Facts (continued)

Other information

« read the directions, warnings and package
insert before use

« 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

« close cap tightly after use

Inactive ingredients coloidal 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 and ethyl acrylate copolymer,
polyethylene glycol, polysorbate 80, starch,
sucrose, sugar sphere, talc, titanium dioxide

Questions or comments?
1-800-452-0051

KEEP THE CARTON AND PACKAGE INSER
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.

COUPON ART SUPPLIED BY
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Treats Frequent Heartburn @

PREVA<ID

* May take 1 to 4 days for full effect
* Sodium Free

ON YOUR
NEXT
PURCHASE!

LOOK FOR YOUR COUPON INSIDE.

ONE 14-DAY COURSE OF TREATMENT é
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Drug Facts Drug Facts (continued)

Acid Reducer | * your heartburn continues or worsens

Active ingredient (in each capsule) Purpose | Stop use and ask a doctor if
Lansor 15mg

« you need to take this product for more than 14 days
Use « you need to take more than 1 course of treatment every 4 months
« treats frequent heartburn (occurs 2 or more days a week) « you get diarrhea  « you develop a rash or joint pain

« not intended for immediate relief of heartburn; this drug may take 1 to If pregnant or breast-feeding, ask a health care professional before use.
4 days for full effect Keep out of reach of children.

Warnings In case of overdose, get medical help or contact a Poison Control Center
Allergy alert: Do not use if you are allergic to lansoprazole right away.

Do not use Directions
« if you have trouble or pain swallowing food, vomiting with blood, or « adults 18 years of age and older
bloody or black stools. These may be signs of a serious condition. « this product is to be used once a day (every 24 hours), every day for
See your doctor. 14 days
Ask a doctor before use if you have « it may take 1 to 4 days for full effect, although some people get complete
« liver disease relief of symptoms within 24 hours
« had heartburn over 3 months. This may be a sign of a more serious 14-Day Course of Treatment
condition. « swallow 1 capsule with a glass of water before eating in the morning

« 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

« take every day for 14 days
« do not take more than 1 capsule a day
« swallow whole. Do not crush or chew capsules.

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

« frequent wheezing, particularly with heartburn N
b ; L : p -Day (i )
« unexplained weight loss e nausea or vomiting e stomach pain Repeated 14-Day Courses (if needed
« you may repeat a 14-day course every 4 months

Ask a doctor or pharmacist before use if youare ) « do not take for more than 14 days or more often than every
« taking a prescription drug. Acid reducers may interact with certain 4 months unless directed by a doctor

prescription drugs.

« children under 18 years of age: ask a doctor before use. Heartburn in
children may sometimes be caused by a serious condition.
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Reference ID: 4416225

Drug Facts (continued)

Other information

« read the directions, warnings and package
insert before use

« 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

« close cap tightly after use

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,
ypropyl cellulose, low i
hydroxypropyl cellulose, magnesium carbonate,
methacrylic acid and ethyl acrylate copolymer,
polyethylene glycol, polysorbate 80, starch,
sucrose, sugar sphere, talc, titanium dioxide

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.
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Treats Frequent Heartburn
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* May take 1 to 4 days for full effect

* Sodium Free

TWO 14-DAY COURSES OF TREATMENT
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Drug Facts

Drug Facts (continued)

@ BONILES
|NS|DE Acid Reducer :
2 CAPSULES Use

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

Active ingredient (in each capsule) Purpose | Stop use and ask a doctor if
L 15mg

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
« you get diarrhea  » you develop a rash or joint pain

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

If pregnant or breast-feeding, ask a health care professional before use.
Keep out of reach of children.

Warnings In case of overdose, get medical help or contact a Poison Control Center
Allergy alert: Do not use if you are allergic to lansoprazole right away.

Do not use [‘Directions

« 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
“m « had heartburn over 3 months. This may be a sign of a more serious
V| © condition.
P A" « 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
A 7 &2 « frequent chest pain
ﬁ C;thuva\ I S 1Ze « frequent wheezing, particularly with heartburn
ONE . lained weight loss nausea or vomiting e stomach pain
14-DAY COURSE " -
OF TREATMENT Ask a doctor or pharmacist before use if you are

« taking a prescription drug. Acid reducers may interact with certain
prescription drugs.

082-9829-2900 ¢
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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

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.

Draft Labelling for FDA Submission



Drug Facts (continued)

Other information

« read the directions, warnings and package
insert before use

« 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

« close cap tightly after use

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,
hydroxypropyl cellulose, low substituted

propyl cellulose, i
methacrylic acid and ethyl acrylate copolymer,
polyethylene glycol, polysorbate 80, starch,
sucrose, sugar sphere, talc, titanium dioxide

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.

Treats Frequent Heartburn

PREVAZ

* May take 1 to 4 days for full effect
* Sodium Free

ON YOUR

SAVE
PURCHASE!

LOOK FOR YOUR COUPON INSIDE.

TWO 14-DAY COURSES OF TREATMENT A
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Drug Facts

Drug Facts (continued)

Purpose

Active ingredient (in each capsule)
L 15mg Acid Reducer

Stop use and ask a doctor if
« your heartburn continues or worsens
« you need to take this product for more than 14 days

Use

« treats frequent heartburn (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

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

« you get diarrhea  you develop a rash or joint pain

If pregnant or breast-feeding, ask a health care professional before use.
Keep out of reach of children.

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

In case of overdose, get medical help or contact a Poison Control Center
right away.

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

« 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 heartourn

« unexplained weight loss nausea or vomiting stomach pain

Ask a doctor or pharmacist before use if you are

« taking a prescription drug. Acid reducers may interact with certain
prescription drugs.

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

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.

082-9829-2900 ¢
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Drug Facts

Drug Facts (continued)

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

Use
« treats frequent heartburn (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

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

Stop use and ask a doctor if

« 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
« you get diarrhea  you develop a rash or joint pain

If pregnant or breast-feeding, ask a health care professional before use.
Keep out of reach of children.

In case of overdose, get medical help or contact a Poison Control Center
right away.

Drug Facts (continued)

Other information

« read the directions, warnings and package
insert before use

« 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

« close cap tightly after use

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

« 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 a prescription drug. Acid reducers may interact with certain
prescription drugs.

92%-9829-2900 €
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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
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.

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,
ypropy! cellulose, low i
hydroxypropyl cellulose, magnesium carbonate,
methacrylic acid and ethyl acrylate copolymer,
polyethylene glycol, polysorbate 80, starch,
sucrose, sugar sphere, talc, titanium dioxide

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.
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Treats Frequent Heartburn

PREVA<ID

* May take 1 to 4 days for full effect
* Sodium Free
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Drug Facts

Drug Facts (continued)

Active ingredient (in each capsule) Purpose
1 15mg Acid Reducer

Use

« freats frequent heartburn (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

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

Stop use and ask a doctor if

« 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
« you get diarrhea » you develop a rash or joint pain

If pregnant or breast-feeding, ask a health care professional before use.
Keep out of reach of children.

In case of overdose, get medical help or contact a Poison Control Center
right away.

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

« 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 e stomach pain

Ask a doctor or pharmacist before use if you are

« taking a prescription drug. Acid reducers may interact with certain
prescription drugs.

L 62-9829-2900 ¢
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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 peaple 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
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.

Drug Facts (continued)

Other information

« read the directions, warnings and package
insert before use

« 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

« close cap tightly after use

Inactive ingredients colloidal siicon
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
ydroxypropyl cellulose, i
methacrylic acid and ethyl acrylate copolymer,
polyethylene glycol, polysorbate 80, starch,
sucrose, sugar sphere, talc, titanium dioxide

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.

OX
R

v‘v
3

<

SRS
SRS

KRLERKS

SRR

KRIKL
5K
IR

R
RS
RSKS
RS

D

XKL

%
D

Treats Frequent Heartburn

KRS
SRR
X X

>
>
0

28
XX
3
258
0%

K
S
o

5
o,
5
5
%

&
2

5
2R
SRS
RS

RS
ZRKS
9% %%

D

o

)
>

2
S

5
K5

D

@

BOTNES

INSIDE
H 42 CAPSULES
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* May take 1 to 4 days for full effect
* Sodium Free
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Drug Facts

Drug Facts (continued)

Purpose

Active ingredient (in each capsule)
L 15mg Acid Reducer

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

Use

« treats frequent heartburn (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

« you need to take this product for more than 14 days
« you need to take more than 1 course of treatment every 4 months
« you get diarrhea  » you develop a rash or joint pain

If pregnant or breast-feeding, ask a health care professional before use.
Keep out of reach of children.

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

In case of overdose, get medical help or contact a Poison Control Center
right away.

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

« 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

. ined weight loss  « nausea or vomiting e stomach pain

Ask a doctor or pharmacist before use if you are

« taking a prescription drug. Acid reducers may interact with certain
prescription drugs.

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
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.

92%-9829-2900 ¢
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Drug Facts (continued)

Other information

« read the directions, warnings and package
insert before use

« 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

« close cap tightly after use

Inactive ingredients coloidal silicon
dioxide, D&C red No. 28, FD&C blue No. 1,
FD&C green No. 3, FD&C red No. 40, gelatin,
hydroxypropy! cellulose, low substituted

y pyl cellulose, i
methacrylic acid and ethyl acrylate copolymer,
polyethylene glycol, polysorbate 80, starch,
sucrose, sugar sphere, talc, titanium dioxide

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 GENTER OF EACH
GAPSULE IS MISSING OR BROKEN.
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* May take 1 to 4 days for full effect
* Sodium Free
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DRUG FACTS CONT. | 8 pt. Helvetica Cond Bold Obl
HEADINGS 8pt. Helvetica Cond Bold Obl
SUBHEADS 6 pt. Helvetica Cond Bold
BODY TEXT 6 pt. Helvetica Cond
TRACKING 0
CONDENSATION 85%

LEADING 6.5 pt.
BARLINES, HAIRLINES | 1.5, 0.5 pt.
CHARACTERS/INCH | <39
BULLETS 5pt.

raft Labelling for FDA Submission

J02-814288 "SUONORUIP [3GE] MOJjo} PUE PesY "¥S9 L1020

*1000-88988 XL 05eq 3100088 X08 ‘0 'S80 I HON 710} BUIDiL dnod puag 's0d

“S(dy 12 pUe /51 ul o poog me) Aq paygiyoud j o padod ‘pauoane Jo pios ‘paBLLOKa ‘DawiajSues) paiale J plon

‘ | | ‘ ” 10dn09 9} J0 00}/4 anjen se9 ‘Jsanba uodn ajgeirene Adog aijog uonduapay 1no L aoueyduod ul papuugns
| - ..|_| SN | aa. Bupuey 921, Snjd uodnoa s o anjen a0ey au nok asinguial 1 YS9 31113y ‘Xe) saes Aue fed nog (shanpoud

‘ ‘ pajediput 0 aseyaind sad uodnod | Juur] 43WNSNOD “SaL0}S asipueyIL SSew pue Brup ooy je ajgewaapay

e 00°Cs AAYS

61/1€/21 S3HIAX3 | NOJNOJ S.HIHNLIVANNYIN

1€6920-2900€0

(b) (4)

COUPON ART SUPPLIED BY - COUPON PRINTED ON INSIDE TOP FLAP OF CARTON

Reference ID: 4416225



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) Purpose | Directions
Lansop 15mg Acid Reducer | o adults 18 years of age and older

Use « this product is to be used once a day
(every 24 hours), every day for 14 days
« treats frequent heartburn (occurs 2 or more days a week) ;
; ) " ) ! « it may take 1 to 4 days for full effect,
« not intended for immediate relief of heartburn; this drug may take 1 to 4 days for full effect
although some people get complete
Warnings reli of symptoms within 24 hours EROIONe 7 — 6286 — LR
Allergy alert: Do not use if you are allergic to lansoprazole 14-Day Course of Treatment
Do not use « swallow 1 capsule with a glass of water before eating in the morning
« 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 serious condition. See your doctor. « do not take more than 1 capsule a day
Ask a doctor before use if you have « swallow whole. Do not crush or chew capsules.
« liver disease « do not use for more than 14 days unless directed by your doctor
« had heartburn over 3 months. This may be a sign of a more serious condition. Repeated 14-Day Courses (if needed
. heartburp with Iightheadgdngss, 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; or lightheadedness a doctor

« frequent chest pain « frequent wheezing, particularly with heartburn

N ! ™ « children under 18 years of age: ask a doctor before use. Heartburn in children may sometimes be
« unexplained weight loss  « nausea or vomiting

caused by a serious condition.

« stomach pain

Ask a doctor or pharmacist before use if you are Other information

« taking a prescription drug. Acid reducers may interact with certain prescription drugs. « read the directions, warnings and package insert before use

Stop use and ask a doctor if « keep the package. It contains important information.

« your heartburn continues or worsens « store at 20-25°C (68-77°F)  « keep product out of high heat and humidity

« you need to take this product for more than 14 days « protect product from moisture e close cap tightly after use

oot g 10take moe ran 1 course of eatment every 4 morihs Inactive ingredients colidal siicon dioxide, D& red No. 28, D& biue No. 1, FD&C green

No. 3, FD&C red No. 40, gelatin, hydroxypropyl cellulose, low substituted hydroxypropyl cellulose,
i methacrylic acid and ethyl acrylate copolymer, polyethylene glycol,
polysorbate 80, starch, sucrose, sugar sphere, talc, titanium dioxide

« you develop a rash or joint pain

If pregnant or breast-feeding, ask a health care professional before use.
Keep out of reach of children. -
In case of overdose, get medical help or contact a Poison Control Center right away. ‘ Questions or comments? 1-800-452-0051

Please read all information before taking PREVACID®24HR. |
| Save for future reference.

i What you should know about PREVACID®24HR S
i

How PREVACI ®Z[lHR Treats Your Frequent
Heartburn |

PREVACID®24HR tops acid production at the source — the pumps
that release acid into the stomach. PREVACID®24HR is taken once
aday (every 24 hours)| every day for 14 days.

What You (ar1' Exgect When Taking PREVACID®24HR

Frequent heartburm can occur anytime during the 24-hour period

(day or night). Take PnEVA(ID“—“MHR in the moming before

eating. PREVACIDP24HR is clinically proven to treat frequent

heartburn. Althotgh some people get complete relief of

symptoms withiny 24 aours, it may take 1to 4 days for full effect.

Make sure you tar!e PREVACID®24HR every day for 14 days to

treat your frequen't herrtbum.

Who Should Take PREVACID®24HR

Adults (18 years gnd 0|der) with frequent hearthurn — when

you have heartbl{n 2prmore days a week.

Who Should NOT ﬁake PREVACID®24HR

People who have one 1fpisode of heartburn a week or less, or who

want immediate lelie of heartburn,

How to Take PRE\}ACID®Z4HR

14-DAY Course of Tr*atment

« Swallow 1 capsple with a glass of water before eating in
themorning.

- Take every day ford4 days.

« Do not take more than Teapsileaday, = =~~~

« 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
4months unless directed by a doctor.

SRy 1-800-452-0051

Distributed by: GSK Consumer Healthcare, Warren, NJ 07059

Warnings and When to Ask Your Doctor

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

Do notuse

« 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 lighth gor

« 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 a prescription drug. Acid reducers may interact with
certain prescription drugs.

Stop use and ask a doctor if

« your heartbum continues or worsens

Had divri

TFmonths T T T T T T T T T T T

« you get diarrhea

« you develop a rash or joint pain

If pregnant or breast-feeding, ask a health care professional
before use.

Keep out of reach of children. In case of overdose, get
medical help or contact a Poison Control Center right away.

Trademarks are owned by or licensed to the GSK group of companies. ©2017 GSK group of companies or its licensor. All rights reserved.
PREVACID® is a regi of Takeda P| icals North America, Inc., and is used under license.

Tips for Managing Heartburn
- Avoid foods or drinks that are more Iikelyt|) cause heartburn,
such asrich, spicy, fatty and fried foods, c coldte, caffeine,

alcohol and even some acidic fruits and v:fetai&les.
- Eat slowly and do not eat big meals. .
- Donot eat late at night or just before bedtlme
« Donot lie flat or bend over soon after eatirlg. '
+ Raise the head of your bed.
« Wear loose-fitting clothing around your stpma(h.
« If you are overweight, lose weight.
« If you smoke, quit smoking.

(linical studies prove PREVA(ID®21HR!effe(tiver
treats frequent heartburn |

In three clinical studies, PREVACID®24HR wat shown to be
significantly better than placebo in treating frequent heartburn.

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

42 capsule sizes. These sizes contain one, two and three 14-day
courses of treatment, respectively. Do not us formore than 14
daysin a row unless directed by your doctor. For l!?e 28 count (two
14-day courses) and the 42 count (three 14»|1ay Gourses), you may
repeat a 14-day course every 4 months. '

For Questions or Comments About RdVA(ID®24HR

—Call1-800452-005+ — — " /
LOT:

EXP:

MADE IN:

882418-BC /
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Reference ID: 4416225

Treats Frequent Heartburn

PREVEZIS
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* May take 1 to 4 days for full effect

* Sodium Free

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 is 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.

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 a prescription drug. Acid reducers 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

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

« you get diarrhea

« you develop a rash or joint pain

If pregnant or breast-feeding, ask a health care
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.

- 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.

+ Wear loose-fitting clothing —r 1
around your stomach. =8 =
« If you are overweight,
lose weight. P

« 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

Distributed by: GSK Consumer Healthcare, Warren, NJ 07059
Trademarks are owned by or licensed to the GSK group of companies.

©2017 GSK group of companies or its licensor. All rights reserved.

PREVACID® is a registered trademark of Takeda Pharmaceuticals
North America, Inc., and is used under license. 882418-PI-L
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Reference ID: 4416225

Treats Frequent Heartburn

PREVEZID

gsk
®

/58]

* May take 1 to 4 days for full effect

* Sodium Free

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 is 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.

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 a prescription drug. Acid reducers 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

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

« you get diarrhea

« you develop a rash or joint pain

If pregnant or breast-feeding, ask a health care
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.

- 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.

+ Wear loose-fitting clothing —r 1
around your stomach. =8 =
« If you are overweight,
lose weight. P

« 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

Distributed by: GSK Consumer Healthcare, Warren, NJ 07059
Trademarks are owned by or licensed to the GSK group of companies.

©2017 GSK group of companies or its licensor. All rights reserved.

PREVACID® is a registered trademark of Takeda Pharmaceuticals
North America, Inc., and is used under license. 882418-PI-M
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