IVERMECTIN- ivermectin cream
Zydus Lifesciences Limited
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Each gram contains the active ingredient ivermectin, USP 10mg (1%)  Store at 20°C to 25°C (B8°F to 77°F); excursions  Usual Dosage: Apply to the affected areas once daily.
with the inactive ingredients carkomer copolymer type B, cefyl permitted between 15°C o 30°C (59°F to B6°F) [See  See package insert for complefe  prescribing
alcobol, ciffic acid y N I jide, dimathi USF Controlled Room Temperature]. information.

dimethyl isosorkide, edetate disodum, glycerin, Eopropyl palmitate, aep this and all drugs cut of the reach of childran.
methyl paraben, propyl paraben, purified waler, sodium hydroxide,  To Open Tube: Push cap in and turn

sodium lauryl sulfate, and stearyl alechol. counterclockwise to remove cap.
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Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1728
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
IVERMECTIN (UNII: 8883YP2R6D) (IVERMECTIN - UNII:8883YP2R6D) IVERMECTIN 10mg inlg
Inactive Ingredients
Ingredient Name Strength

CARBOMER COPOLYMER TYPE B (ALLYL PENTAERYTHRITOL CROSSLINKED) (UNII: 809Y72KV36)
CETYL ALCOHOL (UNII: 936JST6)JCN)

CITRIC ACID MONOHYDRATE (UNIl: 2968PHW8QP)
COCO DIETHANOLAMIDE (UNII: 92005F972D)
DIMETHICONE (UNII: 92RU3N3Y10)

DIMETHYL ISOSORBIDE (UNIl: SA6A6V432S)
EDETATE DISODIUM (UNII: 7FLD91C86K)
GLYCERIN (UNIl: PDC6A3C0OX)

ISOPROPYL PALMITATE (UNIl: 8CRQ2TH63M)
METHYLPARABEN (UNII: A2I8C7HIOT)
PROPYLPARABEN (UNII: Z8IX2SC10H)




SODIUM HYDROXIDE (UNII: 55X04QC32l)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
STEARYL ALCOHOL (UNII: 2KR89I4H1Y)
WATER (UNII: 059QFO0KOOR)

Product Characteristics

Color WHITE (white to pale yellow) Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description D A ELE ROKetinaEnc
Date Date
NDC:70771- ]
1 1728-2 1in 1 CARTON 06/10/2023
1 30 gin 1 TUBE; Type 0: Not a Combination
Product
NDC:70771- .
2 1728-4 1in 1 CARTON 06/10/2023
2 45 g in 1 TUBE; Type 0: Not a Combination
Product
NDC:70771- .
Sl 1in 1 CARTON 06/10/2023
3 60 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 ANDA215210 06/10/2023
Labeler - zydus Lifesciences Limited (918596198)
Establishment
Name Address ID/FEI Business Operations
Zydus Lifesciences Limited 650650802 ANALYSIS(70771-1728) , MANUFACTURE(70771-1728)

Revised: 6/2023 Zydus Lifesciences Limited
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