LANSOPRAZOLE- lansoprazole capsule, delayed release
Dr. Reddy's Laboratories Limited

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)
¢ 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

Do notuse
e 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
e taking a prescription drug. Acid reducers may interact with certain prescription drugs.

Stop use and ask a doctor if
e 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
® 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 days

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

e childrenunder 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, 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

FD&C Blue No. 2, gelatin, hydroxypropyl cellulose, iron oxide black, iron oxide red, iron oxide
yellow, 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

Consumer Information

Lansoprazole Delayed-Release Capsules USP, 15 mg / Acid Reducer
* Treats Frequent Heartburn

* May take 1 to 4 days for full effect

Please read the entire package insert before taking Lansoprazole Delayed-Release Capsules
USP, 15 mg. Save for future reference.



How Lansoprazole Delayed-Release Capsules USP, 15 mg Treat Your Frequent Heartburn

Lansoprazole Delayed-Release Capsules USP, 15 mg stops acid production at the source - the pumps
that release acid into the stomach. Lansoprazole Delayed-Release Capsules USP, 15 mg is taken once a
day (every 24 hours), every day for 14 days.

What You Can Expect When Taking L.ansoprazole Delayed-Release Capsules USP, 15 mg

Frequent heartburn can occur anytime during the 24-hour period (day or night). Take Lansoprazole
Delayed-Release Capsules USP, 15 mg in the morning before eating. Lansoprazole Delayed-Release
Capsules USP, 15 mg 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
Lansoprazole Delayed-Release Capsules USP, 15 mg every day for 14 days to treat your frequent
heartburn.

Who Should Take Lansoprazole Delayed-Release Capsules USP, 15 mg

Adults (18 years and older) with frequent heartburn - when you have heartburn 2 or more days a week.
Who Should NOT Take Lansoprazole Delayed-Release Capsules USP, 15 mg

People who have one episode of heartburn a week or less, or who want immediate relief of heartburn.
How To take Lansoprazole Delayed-Release Capsules USP, 15 mg

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 Lansoprazole Delayed-Release Capsules USP, 15 mg 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 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 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 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)

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.

Clinical studies prove Lansoprazole Delayed-Release Capsules USP, 15 mg effectively treat
frequent heartburn

In three clinical studies, Lansoprazole Delayed-Release Capsules USP, 15 mg was shown to be
significantly better than placebo in treating frequent heartburn.

How Lansoprazole Delayed-Release Capsules USP, 15 mg is Sold

Lansoprazole Delayed-Release Capsules USP, 15 mg are 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 ina 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 Lansoprazole Delayed-Release Capsules USP, 15 mg
Call 1-888-375-3784

Manufactured by:

Dr. Reddy's Laboratories Limited

Bachupally - 500 090 INDIA



Principal Display Panel

:14's count

Container

dd
107

S

BEFPLOOSL

mmm @i, B
i[5 @il
SIEIR R
: IHHS mmmmm
P\l G EE
B B

HFUR TRHT: This labsl doss ok conb Infull
Wiermalen. B aarim Jer oemplels lrwrn filen, Resd
1 dirwatins, isnmmar (risoalim kaild apd
!H..—D_H.E-Hni Rkl nowar ion and kesalal ior

o

%,

| Directions

m adults 18 wars of age and cldar
m thisprod udt |5to ba usad
onea a day(ewary 24
YL, vy oy 1 14 cays
mltmay B 1 D4 g i
Tul o fiact, athough some
paopla g taompk e ralat
am_a_mﬁ_____ N e

14Dy Gours e of Trealmen

m swallow 1 capsuke with
aghss ol waler bafona

ng Inthe morning

w T every day for 4 days

m do nottake more than
1 capsulea day

m swalow whole. Donot
orush or chew capsi ks

m donotusa for mon
Tan 14 days unkss
dracid by your docior

Bapoated 14-Day Courss (If naaded )
m 00 mayrapet @ 14-day course
-l
w00 ol 3ke kar mons UEn 14
=g of moke ofien dhan evary 4
menih s un less dinecled by a
doctor

(ontined w

-

Directions (cantinued)

m chllcren N 18 years of age:as
3 doctor bafora use Haartburn In
chlldren ma sometim es be caused
by a sarlous n dittan.

Other information

m rad Ty dreclTs wamings ad @oag
__n=§=m-mﬁm_ﬁ_a o nsart T

" tman ngon oy

m=“_m=§=

m streat 2°- ECRE -TP R

™ _ﬂ__ﬁ_ﬁﬁnn Ioh hatand humbd by
m prowctpodictiam molsin

m £l cap tightiy dtar uss

I pregrant or beast-leeding, ask 2
haalth projssiomal babraus .

Keep ot of reach of chilldren.
I e of ovardosa, get madical
halp or contadt aPalson Control

Centar rignt away | 1-800-222-1227).
Questions or commenis?
cal 1-898-375.-3784

st by

ﬂ_“ﬂ_ﬁ-..-E -hm.-nl__.ﬂ

', i nidh Rar el : B

Principal Display Panel

14's count

Container carton



£9/8.0081
|
|
|

Urug Facts {comtinued

OF phary '8 18 I ol ane

Drug Facts (continued)

||f 1 BOTTLE INSIDE

14 CAPSULES TOTAL

TAMPER EVIDENT: Do not use i foll seal under cap
printed with “ssaled for your protaction™ ar biack
band around center of capsule I braken or
missing.

IMPORTANT. Read the dirsctions, Consumer
Informetian leaflet and wamings before use. Keep
he earton and paciage Insert. They contain
Impartant Informatlen

*This procuct Is not manuTechured or distributed by
BSK Corsumar Healthcans, distribuion of
Prevackf24HA Capaules. Pravackd® i a reglebered
Tradameank of Taked Pharmeceuticas North Amerks, Inc.

Dr.Reddy’s  npcss111-7392

Drug Facts

m taking a prescription drug. ACK reducers YO (M repeata 14-d3y course every 4 months Compare to the actve in i ‘Ffl'll'! [ﬂgi‘!ﬁ!ﬂ FI.FW
may Itaract with cartain prascription drugs. w0 ilo nol fake for more ihan 14 days of mare oflen Prevacid®24HR Capsules’ (in each capsule)

Eiop use and ask a doefor IT than every 4 montts snless discld bya dodor Langoprazak USP, 15 my.... .. ACH Teducar

m your heartburm continues or worsans ' childran under 18 years of age: 15k

[ you nead to take this product far mon than 14 days doctor bfare usa. Haarthurn In chidron may Use

YO N 1o LAk mora than 1 courss of sometimes be caussd by 4 sarlous condltion. W fraats requent Reartoum {Cours 2 of more
treatmant every 4 marths 325 2 weak)

myou get dlarrea
myou develop & rash o [olnt pain

pregnant ar 0, azka

profassional before Lsa. Impartant Friormation. Allaryy alert: Do not s If you are allerglc to
n mm%'mmusa“g?t“nn:;;&l natp or concactll | {3 storaat 20° - 35°C (08" - T°F) 15 mg IR
a Polscn Cortrol Canie g aviay {1 800-202-1227 Heap prOLEL OLL o NG et and humidly (54\ D0 NS g
; 2 I protect product from molstira ﬁy W (Tyouhae oubla or paln wallowing food, vemking
Directions W chisa cap tightty atter usa with biood, or bioady or black stooks, These may be

m acults 18 years ofage and older

m s product Is to be usad onca a day (evary 24
NOUTE), avery day for 14 days

1t may taka 1bo 4 days for il emiect, atnougn
‘some paople gat complets relet of symptoms
witnin 24 hours

14-Day Course of Trealment

i swalow 1 capsula With a glass of watar before
eaﬂng nthe I'I'Il]'I'I|I'IE

m faka vary day tor 14 days

| do not faks mord than 1 capsule a day

' swalow whole. Do notcrus I][ﬁ'IEWIEDGLIM.

m do not uss for mone than 14 Uﬂ]ﬁ unlass
alractsd by your doctor

|
|
150076763

r i fion
W rean the drections, wamings and packaga insrt
befors usa
m keup the carton and package nsort. Thay contan

I[machive mgredienls FD&CEW No. 2,
gelatin, fydroypropy| cellulesa, Iron owids biack,
ron cidda red, Iron mdda yallow, kow substibrid
Iydroeypropyl celluloss, magnesium carbonate,
mathacryllc ackd copofymer, polystmyiens giyool
6000, polysortabs B0, sodium Hury sulpha, starch
[carn), sucrcse, sugar spheres, Qic, tianium diodds

Uvestions or commenis?

I /

call 1-BBa-275-3704

Distributed by: Dr. Reddy's Laboratories, Inc.
Princeton, N.J 08540

Made in India

Revised: 0419

Lansoprazole

ot Intanded for Immmediata redar of hearttu;
Ahis o may ke 1 10 4 d2ys Tor full aftact

Delayed-Release Capsules, USP

ACID REDUCER

& Treats Frequent Haartburn

+ May take 1to 4 days for full
affect

14 Caps ules actual size

One 14-Day Course of Treatment

355111 ?3952I|¢

Wamings

siors 01 & Serkous condition. 52 your doctor.

hska ummr belore use I you have

wver ol

mhan nusrmurn wer 3 montrs. This may be a
51N of @ Mora senls condition.

W Nearttum win Iighineadednass, swoaing o azEniss

W Chiast pain or Souksr pain with shorness of
breath; sweating; pain spraading to arms, nack
o shoulgders; or lightheadedness

w fequant chest pain

w frequant wheszing, particularty with eartbum

m unaxplainad welght loss
W mause of vomitng
m stomacn pain >

Lot

EXP

LANSOPRAZOLE

lansoprazole capsule, delayed release

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:55111-739

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
Lansoprazole (UNI: 0K5C5T2QPG) (Lansoprazole - UNI:0K5C5T2QPG)

Basis of Strength Strength

Lansoprazole 15 mg

Inactive Ingredients




Ingredient Name Strength
FD&C BLUE NO. 2 (UNI: LO06 K8R7DQK)
FERRIC O XIDE RED (UNII: 1IKO9F3G675)
FERRIC OXIDE YELLOW (UNI: EX438 02MRT)
GELATIN (UNIL: 2G86QN327L)
HYDRO XYPROPYL CELLULOSE (110000 WAMW) (UNII: 5Y09 74F5PW)
FERRO SO FERRIC OXIDE (UNIL: XM0M87F357)
Hydroxypropyl Cellulose, Low Substituted (UNIL: 216 5RE0K14)
MAGNESIUM CARBONATE (UNII: 0E53J927NA)
METHACRYLIC ACID - ETHYL ACRYLATE COPOLYMER (1:1) TYPE A (UNIL: NX76LV5T8J)
POLYETHYLENE GLYCOL 6000 (UNIL: 30IQX730WE)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)
SODIUM LAURYL SULFATE (UNI: 368GB5141J)
STARCH, CORN (UNIL: 08232NY3SJ)
SUCROSE (UNII: C151H8 M554)
TALC (UNIL: 7SEV7J4R1U)
TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

Product Characteristics

Color PINK (opaque pink colored cap) , GREEN (opaque green colored body) Score no score
Shape CAPSULE Size 3mm
Flavor Imprint Code RDY;398
Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:55111-739-52 1in 1 CARTON 08/19/2019

1 14 in 1 BOTTLE; Type 0: Not a Combination Product

2 NDC:55111-739-27 2in 1 CARTON 08/19/2019

2 14 in 1 BOTTLE; Type 0: Not a Combination Product

3 NDC:55111-739-33 3 in 1 CARTON 08/19/2019

3 14 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date  Marketing End Date
ANDA ANDA202194 08/19/2019

Labeler - Dr. Reddy's Laboratories Limited (650562841)

Establishment
Name Address ID/FEI Business Operations
Dr.Reddy's Laboratories Limited (FTO III) 918608162 manufacture(55111-739) , analysis(55111-739)

Revised: 7/2019 Dr. Reddy's Laboratories Limited
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