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MESALAMINE SUPPOSITORIES

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 70771-1513-6
Mesalamine suppositories, 1000 mg
30 rectal suppositories
Rx only
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NDC 70771-1513-7
Mesalamine rectal suppositories, 1000 mg
30 rectal suppositories
Rx only
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MESALAMINE  
mesalamine suppository

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1513

Route of Administration RECTAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength

MESALAMINE (UNII: 4Q81I59GXC) (MESALAMINE - UNII:4Q81I59GXC) MESALAMINE 1000 mg

Inactive Ingredients
Ingredient Name Strength

FAT, HARD (UNII: 8334LX7S21)  

Product Characteristics
Color WHITE (OFF WHITE TO LIGHT TAN COLORED) Score     
Shape Size
Flavor Imprint Code
Contains     



Zydus Lifesciences Limited

Packaging
# Item Code Package Description Marketing Start

Date
Marketing End

Date
1 NDC:70771-

1513-7 5 in 1 POUCH 02/14/2020

1 NDC:70771-
1513-6

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

Marketing Information
Marketing
Category

Application Number or Monograph
Citation

Marketing Start
Date

Marketing End
Date

ANDA ANDA208953 02/14/2020

Labeler - Zydus Lifesciences Limited (918596198)

Registrant - Zydus Lifesciences Limited (650650802)

Establishment
Name Address ID/FEI Business Operations

Zydus Lifesciences Limited 650650802 ANALYSIS(70771-1513) , MANUFACTURE(70771-1513)
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