LIDOCAINE AND PRILOCAINE- lidocaine and prilocaine cream
Zydus Lifesciences Limited

Lidocaine and Prilocaine Cream USP, 2.5 %/2.5 %

SPL UNCLASSIFIED

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 70771-1872-5

Lidocaine and Prilocaine Cream USP, 2.5%/2.5%

5 grams

Rx

' Lidocaine and Prilocaine Cream, USP

AL 2.5%/2.5% 5 Grams

AAGA For Topical UWse Only R:( OI'I|]I'

Each gram contains lidocaine 25 mg, prilocaine 25 mg, carbomer homopolymer Type B, polyoxyl
40 hydrogenated castor oil, purified water to 1 gram and sodium hydroxide fo adjust fo pH to
approximately 8. Contains no preservative.

Apply to intact skin. See package insert for full prescribing information.
Keep this and all drugs out of the reach of children.

Rev: 01725
Store at 20°C to 25°C (68%F to 77°F); excursions permitted between 15°C to
30 C |59°F to 85°F [3ee USP Controlied Room Temperature]. XXXXXKX

)00372578165055

Made in India
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LIDOCAINE AND PRILOCAINE

lidocaine and prilocaine cream

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source)

Route of Administration TOPICAL

B B

NDC:70771-1872



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LIDOCAINE (UNII: 98P1200987) (LIDOCAINE - UNII:98P1200987) LIDOCAINE 25mg inlg
PRILOCAINE (UNII: 046035D44R) (PRILOCAINE - UNII:046035D44R) PRILOCAINE 25mg inlg

Inactive Ingredients
Ingredient Name

CARBOMER HOMOPOLYMER TYPE B (ALLYL PENTAERYTHRITOL CROSSLINKED) (UNII:
HHT01ZNK31)

POLYOXYL 40 HYDROGENATED CASTOR OIL (UNIl: 7YC686GQ8F)
SODIUM HYDROXIDE (UNII: 55X04QC32l)
WATER (UNIl: 059QFOKOOR)

Product Characteristics

Color WHITE (off-white) Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# [Item Code Package Description Marketing Start
Date
NDC:70771- .
1 1872-8 5in 1 CARTON 01/01/2025
1 NDC:70771- 5 gin 1 TUBE; Type 0: Not a Combination
1872-5 Product
NDC:70771- .
2 1872-2 1in 1 CARTON 01/01/2025

30 gin 1 TUBE; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA219120 01/01/2025

Labeler - Zydus Lifesciences Limited (918596198)
Registrant - zydus Lifesciences Limited (650199482)

Establishment

Strength

Marketing End
Date

Marketing End
Date

Name Address ID/FEI Business Operations
Zydus Lifesciences Limited 650650802 ANALYSIS(70771-1872) , MANUFACTURE(70771-1872)
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