METRONIDAZOLE- metronidazole gel
Zydus Lifesciences Limited

Metronidazole Gel USP, 0.75%

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 70771-1978-4
Metronidazole Gel USP, 0.75%

45 grams
Rx
Metronidazole Gel, USP
0
0.75% =
Lv-! Net Wt. 45 Grams
Viona FOR TOPICAL USE OMLY. NOT FOR OPHTHALMIC USE. Rx only
Each gram contains: 7.5 mg of metronidazole as the active ingredient with 0.8 mg of methylparaben and
0.2 mg of propylparaben a5 preservatives in a gel consisting of carkomer homopalymer, edetate
disodium dihydrate, propylene glycol, purified water and sodium hydroxide.
Uaual dosaga: Apply a thin film {0 entire affecied areas after washing. Use moming and evening or as
directad by physician. Avoid application close to the eyes.
Keap thiz and all drugs out of the reach of children. = ET
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Maniufactured by: Zydus Lifesciences Lid.
Changodar, Ahmedabad-382210, India
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METRONIDAZOLE
metronidazole gel
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

NDC:70771-1978



Ingredient Name Basis of Strength Strength
METRONIDAZOLE (UNIl: 140QMO216E) (METRONIDAZ OLE - UNII:140QMO216E) METRONIDAZ OLE 7.5mg inlg

Inactive Ingredients
Ingredient Name Strength
CARBOMER HOMOPOLYMER TYPE C (UNII: 4Q93RCW27E)
EDETATE DISODIUM (UNII: 7FLD91C86K)
METHYLPARABEN (UNII: A2I8C7HI9T)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
PROPYLPARABEN (UNII: Z8IX2SC10H)
SODIUM HYDROXIDE (UNII: 55X04QC32l)
WATER (UNIl: 059QFOKOOR)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:70771- .
1 1978.4 1in 1 CARTON 02/14/2026
1 45 g in 1 TUBE; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA220095 02/14/2026

Labeler - Zydus Lifesciences Limited (918596198)

Establishment
Name Address ID/FEI Business Operations
Zydus Lifesciences Limited 650650802 ANALYSIS(70771-1978) , MANUFACTURE(70771-1978)

Revised: 2/2026 Zydus Lifesciences Limited
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