LANSOPRAZOLE- lansoprazole tablet, orally disintegrating
Zydus Lifesciences Limited

LANSOPRAZOLE DELAYED-RELEASE ORALLY DISINTEGRATING TABLETS

SPL MEDGUIDE

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL

NDC 70771-1132-4

Lansoprazole Delayed-release Orally Disintegrating Tablets, 15 mg
Rx only

100 Tablets (10 x 10 Unit Dose)
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Marufactured by:
Tyl L Hfeselenes Lid
Bhmedabod, India

Lansoprazole
Delayed-Release
Orally Disintegrating
Tablets

PHARMACIST: Dispense he
Medication Guide provided
‘separately to each patient.

Thia Unit-doas package i
not child-resistant

100 Tablsts
2y  (10x10 unit-dose)
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Ench cralty diminfegrating intlet canbsing
15 mg of Lan:cprzole, UEF [os defayed
release peletz)

Usual Dosage: Se= package inzer for
complete prescribing nformation.
Shoee ak 2P o 25°C (589 b TTOF) [See

UEF Confrolled Room Temperhre].
Keep this amd 2l drugs out
of the reach of children.

ics: Containg
1.6:mg per tablet
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of wales, shake gendly, and adminisier any
remaining condents.
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Lansoprazole Delayed-release Orally Disintegrating Tablets, 30 mg

Rx only

100 Tablets (10 x 10 Unit Dose)
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; ocoor- ; ocoor—- Each orally disintegrasing tabiet contains
2] 3] 30 mg of Lansoprazoie, USP [as delayed release peliets)
% g & g LansopraZOIe % g o % Usual Dosage: See package insert for complede prescriving
o= = » =] w information.
o3 Delayed-Release ol 3 Siore 2120010 255 {58 1y 77 [ US® Conteliea
w POl . w Room Temperature].
5 gg Orally Disintegrating = %E m".:;na..m.,.mmm
&8N Tablets S8 N s & o : sz
589 a9, || ===t e
(g = m gg - r:;:p'gz:mm::ase orally disintagrating tabiets
snOUK Not be chewed. Lansoprazose delayed-resase orlly
disintegrating tabiets should be taken before eating. Place
e tabiet on the tongue and aliow it 1o disintegrae, with ar
without water, until the parficies can be swalowed.
Amemativety, for chilgren or other patients who hawe
difficuly swallowing tabiets, lansoprazole delayed-elease
orally disimegrating tabiets can be defivered via oral syringe.
» Place a 30 mg tablet in oral syringe and draw up
———— LS
:egpamn;?;p;:ﬂ:: . Aﬂprmz unLt has risperseqﬂ‘: mllslﬁ:herme contents
This Unitdose package i - - el me sy it oty 5 L o e,
g snake g_enny, and anmiism_r_my_ relrﬂ'n'pg :Mbems
L — ‘See package insert sor full prescribing information including
= Nasogasiic Tube Adminisiraion.
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lansoprazole tablet, orally disintegrating
Product Information
Product Type HUMAN PRES CRIPTION DRUG Item Code (Source) NDC:70771-1132

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LANSOPRAZOLE (UNIl: OK5C5T2QPG) (LANSOPRAZ OLE - UNII:0K5C5T2QPG) LANSOPRAZOLE 15 mg




Inactive Ingredients

Ingredient Name Strength
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
ASPARTAME (UNII: ZOH242BBR1)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
CROSPOVIDONE (15 MPA.S AT 5%) (UNIl: 68401960MK)
FERRIC OXIDE RED (UNII: 1KO9F3G675)
GLYCERYL MONOSTEARATE (UNII: 2300U9XXE4)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
HYPROMELLOSES (UNII: 3NXW29V3W0)
MAGNESIUM CARBONATE (UNII: 0E53J927NA)
MAGNESIUM STEARATE (UNII: 70097M6130)
MANNITOL (UNIl: 30WL53L36A)
METHACRYLIC ACID AND ETHYL ACRYLATE COPOLYMER (UNII: NX76LV5T8))
POLYACRYLIC ACID (250000 MW) (UNIl: 9G2MAD7)6W)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3\WQOSDWILA)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856)3G2A2)
STARCH, CORN (UNII: 08232NY3S))
STRAWBERRY (UNII: 4)2TY8Y81V)
TALC (UNII: 7SEV7J4R1U)
TRIETHYL CITRATE (UNII: 8Z96QXD6UM)
XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score no score
Shape ROUND (ROUND) Size 10mm
Flavor STRAWBERRY (STRAWBERRY) Imprint Code 771
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:70771- .
1 1132-4 10 in 1 CARTON 11/30/2018
1 10 in 1 BLISTER PACK; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date

ANDA ANDA200816 11/30/2018



LANSOPRAZOLE

lansoprazole tablet, orally disintegrating

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1133
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LANSOPRAZOLE (UNIl: OK5C5T2QPG) (LANSOPRAZ OLE - UNII:0K5C5T2QPG) LANSOPRAZOLE 30 mg

Inactive Ingredients

Ingredient Name Strength
ANHYDROUS CITRIC ACID (UNIl: XF417D3PSL)
ASPARTAME (UNII: ZOH242BBR1)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
CROSPOVIDONE (15 MPA.S AT 5%) (UNIl: 68401960MK)
FERRIC OXIDE RED (UNIl: 1KO9F3G675)
GLYCERYL MONOSTEARATE (UNIl: 2300U9XXE4)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
HYPROMELLOSES (UNII: 3NXW29V3WO0)
MAGNESIUM CARBONATE (UNII: OE53J927NA)
MAGNESIUM STEARATE (UNII: 70097M6130)
MANNITOL (UNIIl: 30WL53L36A)
METHACRYLIC ACID AND ETHYL ACRYLATE COPOLYMER (UNII: NX76LV5T8))
POLYACRYLIC ACID (250000 MW) (UNIl: 9G2MAD7)6W)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDWILA)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNI: 5856)3G2A2)
STARCH, CORN (UNII: 08232NY3S))
STRAWBERRY (UNII: 4)2TY8Y81V)
TALC (UNII: 7SEV7J4R1U)
TRIETHYL CITRATE (UNII: 8Z96QXD6UM)
XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score no score
Shape ROUND (ROUND) Size 13mm
Flavor STRAWBERRY (STRAWBERRY) Imprint Code 772

Contains



Packaging
Marketing Start Marketing End

# Item Code Package Description Date Date
NDC:70771- .
1 11334 10 in 1 CARTON 11/30/2018

10 in 1 BLISTER PACK; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA200816 11/30/2018

Labeler - Zydus Lifesciences Limited (918596198)

Registrant - zydus Lifesciences Limited (918596198)

Establishment

Name Address ID/FEI Business Operations
Zydus Lifesciences 918596198 ANALYSIS(70771-1132, 70771-1133) , MANUFACTURE(70771-1132,
Limited 70771-1133)

Revised: 11/2024 Zydus Lifesciences Limited
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