CLINDAMYCIN PHOSPHATE AND BENZOYL PEROXIDE - clindamycin phosphate
and benzoyl peroxide gel
Zydus Lifesciences Limited

CLINDAMYCIN PHOSPHATE AND BENZOYL PEROXIDE GEL

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL

NDC 70771-1450-4

Clindamycin Phosphate and Benzoyl Peroxide Gel, 1.2%/5%
Rx only

45 g

Clindamycin Phosphate
and Benzoyl Peroxide Gel

zyd @ 1-2%1 5% 45 grams

For external use only Rx only I
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- Each gram of Clindamycin Phosphate and Benzoyl Pesowide Gel contains:
10 mg {1%) clindamycin, a5 phosphate and 50 mg {5%) benzoyl permdde in a base consicting of carbomer homopolymer (type C), dimethicons,
disodium lauryi suifosuccinate, edetate dizodium, glycerin, methylparaben, polmames 162, purified water, silicon dioxide and sodium hydroxide.
- Usual dosage: Apply once daily in the evening or as directed by physician. See package insert.
Caution: For External Use only. &void contact with eyes and mucous membranes. AVOID GONTACT WITH HAIR,
FABRICS OR CARPETING AS BENZOYL PEROXIDE WILL CAUSE BLEACHING.
Prior to Dispensing: Store in a cold place, preferably in a refrigerator, between 2°C and 8°C (36°F to 48°F). Do not fesze.
Dispensing Instructions for the Pharmacist: Dispense Clindamycin Phosphate and Banzoyl Perouds Gel with 2
= &0 day expirafon date and specify "Store at reom temperature up to 25°C (T7°F). Do not freeze.”

See crimp of fube for lot number and exparation date I| ||I|I|||
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Keep this and all drugs out of the reach of children.

Manufactured by: Zydus Lifesciences Ltd N
Changodar, Ahmedabad, [ndia k1
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Usual desage: Apgly once dally in the evening or as drected by physician. See package insert. and Benzoy! Pesonide Gel with a 50 day expiration date and spacify “Store at room
Caution: For Extsmal Use only. AVDIT CONG3C With BYES and MUCOUS MEMDIENES. temperature up to 25°C {77°F). Do not freeze.*
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CLINDAMYCIN PHOSPHATE AND BENZOYL PEROXIDE
clindamycin phosphate and benzoyl peroxide gel
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1450
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
CLINDAMYCIN PHOSPHATE (UNIl: EH6D7113I18) (CLINDAMYCIN - CLINDAMYCIN 10 mg
UNII:3U02EL437C) PHOSPHATE inlg
BENZOYL PEROXIDE (UNII: WOWZN9AOGM) (BENZOYL PEROXIDE - 50 mg
UNI:WOWZ N9AOG M) BENZOYL PEROXIDE inlg
Inactive Ingredients
Ingredient Name Strength
CARBOMER HOMOPOLYMER TYPE C (ALLYL PENTAERYTHRITOL CROSSLINKED) (UNII:
4Q93RCW27E)

DIMETHICONE (UNII: 92RU3N3Y10)

DISODIUM LAURYL SULFOSUCCINATE (UNIl: P160Q81342)
EDETATE SODIUM (UNII: MP1J8420LU)

GLYCERIN (UNIl: PDC6A3C00OX)

METHYLPARABEN (UNII: A2I8C7HIOT)

POLOXAMER 182 (UNII: JXOHIX60AG)

WATER (UNIl: 059QFOKOOR)



SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score

Shape Size

Flavor Imprint Code
Contains

Packaging

Marketing Start

# Item Code Date

Package Description
NDC:70771-

1450.4 03/07/2019

1 1in 1 CARTON

45 g in 1 TUBE; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA210794 03/07/2019

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

Establishment

Name Address ID/FEI
Zydus Lifesciences Limited

Revised: 8/2022

Business Operations
650650802 ANALYSIS(70771-1450) , MANUFACTURE(70771-1450)

Marketing End

Date

Marketing End

Date

Zydus Lifesciences Limited
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