LANSOPRAZOLE- lansoprazole capsule, delayed release
Chain Drug Marketing Association

Lansoprazole Delayed Release Capsules USP

Active ingredient (in each capsule)

Lansoprazole USP, 15 mg

Purpose

Acid reducer

Use

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

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

Warnings

Allergy alert:
e do not use if you are allergic to lansoprazole
e lansoprazole may cause severe skin reactions.

Symptoms may include:
e skin reddening

e Dlisters

e rash

If an allergic reaction occurs, stop use and seek medical help right away.

Do not use if you have

e trouble or pain swallowing food, vomiting with blood, or bloody or black stools.

e heartburn with lightheadedness, sweating or dizziness

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

e frequent chest pain
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.
frequent wheezing, particularly with heartburn

unexplained weight loss

nausea or vomiting

stomach pain



Ask a doctor or pharmacist before use if you are
e 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 healthcare professional before use.

Keep out of reach of children.

In case of overdose, get medical help or contact a Poison Control Center right away (1-
800-222-1222).

Directions

e adults 18 years of age and older

e this product is to be used once a day (every 24 hours), every day for 14 days

e 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

e 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)

e you may repeat a 14-day course every 4 months

e do not take for more than 14 days or more often than every 4 months
unless directed by a doctor

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

Other information

read the directions and warnings before use

keep the carton. It contains 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

D&C Red 28, FD&C Blue No.1, FD&C Green 3, FD&C Red 40, gelatin, hydroxypropyl
cellulose, iron oxide black, low substituted hydroxypropyl cellulose, magnesium
carbonate, methacrylic acid copolymer, polyethylene glycol 6000, polysorbate 80,
sodium lauryl sulphate, starch (corn), sucrose, sugar spheres, talc, titanium dioxide

Questions or comments?
call 1-888-375-3784

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 around your stomach.
* If you are overweight, lose weight.

* If you smoke, quit smoking.
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Drug Facts (continued)

Drug Facts (continued)

W frequent wheezing, particularly with heartburn
W unexplained weight loss

W nausea or vomiting
W stomach pain

Aszk a doctor or pharmacist before use if you are
MW taking a prescription drug. Acid reducers
may interact with certain prescription drugs.

Stop use and ask a doctor if

Wyour heartburn continues or worsens

W you nesd to take this product for more than 14 days

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

Wyou get diarrhea

Wyou develop a razh or joint pain

W swallow whole. Do not crush or chew capsules.

B donot use for more than 14 days unless
directed by your doctar

Repeated 14-Day Courses {if needed

W you may repeata 14-day course every 4 months

B do ol take for more than 14 days or more often
Ihan every 4 monihs unless directed by a doclor

W children under 18 years of age: ask a doctor

before use. Heartburm in children may sometimes
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If pregnant or breasi-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 Genternghtanay (1-B00-222-1222).

Directions
W adults 18 years of age and older
W this product is 1o be used once a day (every 24
hours), every day for 14 days
W it may fake 1 to 4 days for full effiect, athough
some people getcomplets refief of symptoms
within 24 hours
14-Day Course of Trealment
W swallow 1 capsule with a glass of water before
eating in the marning
W take every day for 14 days
W do not take more than 1 capsule a day
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W store at 207 - 25°C (68° - 77°F)

W keep productout of high heat and humidity
W protect product from moisture

W close cap tightly after use

hac?we mgreﬂmn’s DAL Red 28, FDAC Blue
No. 1, FD&C Green 3, FO&C Red 40, gelatin,
brydrooypropyl mlluluse ron oxide back, lowr substituted
Irydroey propyl cellulose, magnesium carbonate,
methacrylc acd cumrymer, potyethylene ghycol G000,
potysorbata 80, sodiurm lauryl sulphate, starch (com),
sUCrse, sugar spheres, tlc, titanium dioxide

Questions or comments?
call 1-888-375-3784

*This product is not manufactured or :Ilsh'lhuhad by
Perigo, dlsh'lbutnr of Prevacid®24HR Capsules
Séhfdl trademark of Takeda

nc.

Prevacid® is a
Pharmaceuticals

for Full Effect

Delayed-Release
Capsules USP, 15 mg

actual size

14 Capsules

One 14-Day Course of Treatment
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Treats Frequent Heartbumn
May Take 1to 4 Days

Eatipeits Ha Active ingredient Purpose
(in each capsule)
- Lansoprazole USF, 15 mg.................. Acid Reducer
) Use
W treats fraquent heartburn {occurs 2 or more
days a week)

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

Warnings
Mlergy alert:
W do not use if you are allergic to lansoprazole
B lamsoprazole may cause severa skin reactions.
Symptoms may include:
W skin reddening W blisters W rash
If an allergic reaction occurs, stop use and seek
medical help right away.

Do not use if you have:

W frouble or pain swallowing food, vorniting with
blood, or bioody or black stools.

B heartburn wih lightheadedness, sweating or dizziness

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

B frequent chest pain

These meay be signs of a serious condtion. See your doctor,

Ask a doclor before use: if you have

W liver disease

W had heartbum over 3 months. This may be a
sign of 2 more serious condition. >
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Lansoprazole
Delayed-Release
Capsules USP, 15 mg
Acid Reducer
Treats Frequent Heartburn
Take 1to 4 Days for Full Effect
Cne 14-Day Course of Treatment

Ma
14 Capsules

24 HOUR

i

\\

’ Q3NNILNOD

| ——

l0j0p e
A payaup ssajun
syjuow ¢ iana
LB uayo alow
losfep pL uey
al0ul 10j e jou op =
R oy e,
N3 95IN00 L
e Jeadal few nof m
papaau Ji) sasinoyg
fieg-y1 pajeaday
10}00p
1noA Aq payoanp
5S9[un sep 7|, UeLp
2I0LU JOJ @SN Jouop =
‘sajnsden
MaUD JO SN2 Jou
0Q ‘S{0yMm MOjems =
Kepe ginsdeo | uey
2I0W ayey mﬁ_m opm
4!
Joj fep fuana ayey m
Buiuiow
ay1 u Guges a10jsq
Jayem Jo sseib e yum
gjnsdeo | mojems =
JIE]
Joasmog Reg-p1

(panunuod)
suoisalig

—_— oo

§

¥8.£-GLE-888-1 &0
JSjualod

10 suoisanp
(¢eel-2ee-008-1)

fieme Jybu Jaws)

|04u07 Usiod & jeguo0 Jo djay
[e2ipaLu 126 “asopienn Jo asea u|
*UaIp|Iya Jo yoeal Jo jno daay
85N 2108

%Eu.mm&ﬂn aled E_mﬂ“_m“mm
‘Buipaaj-jseadq Jo ueubald y)

asn Jaye Ao deoasop m
ansow

oy npoud paoid m
Aypiwny pue

1 ybiy jo o ﬁﬁ_m_"_ mu .

- 489) 052 - J0¢ 2210l =
uoIfeLLOJuI Jueuoduwy

SUIRII0D }| UOLED 8y} dagy m
asn alojaq sbujusem

puB SUOIJAP 8} peal =

uonewiojur 13410
“UDBIpU0J SNOLBS
B fi] pasned &g SeLgaLos
few uapyyo w unguesy
95N 10Jeq J0J20p B yse abe

J0sseaf gl Japun uaipjiyo m

(penunuoo) suonjaalig

J/

\x:::c::c::c:::::c::c::c::c::

@-‘*C:JC::'E:!C::GC::

LANSOPRAZOLE

lansoprazole capsule, delayed release

Product Information

Item Code (Source) NDC:83324-001

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration

Active Ingredient/Active Moiety

Basis of Strength Strength

Ingredient Name

Lansoprazole (UNIl: 0K5C5T2QPG) (Lansoprazole - UNIl:0K5C5T2QPG)

15 mg

Lansoprazole

Inactive Ingredients




Ingredient Name Strength
D&C RED NO. 28 (UNII: 767IPOY5NH)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C GREEN NO. 3 (UNIl: 3P30NR601S)
FD&C RED NO. 40 (UNII: WZB9127X0A)
GELATIN (UNIIl: 2G86QN327L)
HYDROXYPROPYL CELLULOSE, UNSPECIFIED (UNII: 9XZ 8H6N6OH)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
LOW-SUBSTITUTED HYDROXYPROPYL CELLULOSE, UNSPECIFIED (UNIl: 2165RE0K14)
MAGNESIUM CARBONATE (UNII: 0E53J927NA)
METHACRYLIC ACID AND ETHYL ACRYLATE COPOLYMER (UNIl: NX76LV5T8))
POLYETHYLENE GLYCOL 6000 (UNII: 301QX730WE)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
STARCH, CORN (UNII: 08232NY3S))
SUCROSE (UNIIl: C151H8M554)
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color BLUE (opaque cyan colored cap) , PINK (opaque pink colored body) Score no score
Shape CAPSULE Size 3mm
Flavor Imprint Code RDY;398
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 10C:83324:001- 4 i 1 carTON 05/18/2023
1 14 in 1 BOTTLE; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
ANDA ANDA202194 04/12/2022
Labeler - chain Drug Marketing Association (011920774)
Establishment

Name Address ID/FEI Business Operations

Dr.Reddy's Laboratories Limited (FTO III) 918608162 manufacture(83324-001), analysis(83324-001)



Revised: 5/2023 Chain Drug Marketing Association
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