ADAPALENE AND BENZOYL PEROXIDE- adapalene and benzoyl peroxide gel
Zydus Lifesciences Limited

ADAPALENE and BENZOYL PEROXIDE topical gel

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
Adapalene and benzoyl peroxide gel 0.3%/2.5%
NDC 70771-1716-4

45 g

Rx only

oral or intravaginal use.

Usual dosage: Apply a thin layer once a day to affected areas.
See package insert for complete prescribing information.

Ad a a Ie ne a n d Each gram contains: Active: adapalene USP, 0.3% and
benzoyl peroxide USP, 2.5% inagel.

Inactive:  acrylamide/sodium  acryloyidimethyl  taurate
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B e n z 0 I P e ro x I de copolymer, docusate sodium, edetate disodium, glycerin, ; —-
isohexadecane, poloxamer 124, polysorbate 80, propylene & Eo——O
a ghycol, purified water and sorbitan monooleate. e
TO p Ic aI G eI Storage: Store at 20°C to 25°C (68°F to 77°F); excursions 2 =:
permitied between 15°C to 30°C (58°F to 86°F) [See USP 2
Controlled Room Temperature]. : E—
Protect from light and heat. =:
0 3 % ’2 5% Keep this and all drugs out of the reach of children. =
. . Manufactured by: Zydus Lifesciences Ltd. , & —
Changodar, Ahr%daggd: India % 5 —
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ADAPALENE AND BENZOYL PEROXIDE
adapalene and benzoyl peroxide gel
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1716

Route of Administration TOPICAL

Active Ingredient/Active Moiety
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Ingredient Name pasis ov Strength

Strength
ADAPALENE (UNII: 1L4806)2QF) (ADAPALENE - UNII:1L4806)2QF) ADAPALENE 3mg inlg
BENZOYL PEROXIDE (UNIl: WOWZN9AOGM) (BENZOYL PEROXIDE - 25 mg
UNII:WOWZ N9AOG M) BENZOYL PEROXIDE %1 4 g

Inactive Ingredients

Ingredient Name Strength
DOCUSATE SODIUM (UNII: FO5Q2T2JA0)
EDETATE DISODIUM (UNIl: 7FLD91C86K)
GLYCERIN (UNIl: PDC6A3C0O0X)
ISOHEXADECANE (UNII: 918X10UF1E)
POLOXAMER 124 (UNII: 1S66E28KXA)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
PROPYLENE GLYCOL (UNII: 6DC9Q167V3)

SODIUM ACRYLOYLDIMETHYLTAURATE-ACRYLAMIDE COPOLYMER (1:1; 90000-150000 MPA.S)
(UNII: 5F4963KLHS)

SORBITAN MONOOLEATE (UNIl: 06XEA2VD56)
WATER (UNIl: 059QFOKOOR)

Product Characteristics

Color WHITE (white to very pale yellow) Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description RELEEe) SR el e
Date Date
NDC:70771- ;
1 1716-4 1in 1 BOTTLE, PUMP 06/06/2022
1 45 g in 1 BOTTLE, PUMP; Type 0: Not a
Combination Product
NDC:70771- .
2 1716-3 1in 1 BOTTLE, PUMP 06/06/2022
2 60 g in 1 BOTTLE, PUMP; Type 0: Not a
Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA214553 06/06/2022

Labeler - zydus Lifesciences Limited (918596198)



Establishment

Name Address ID/FEI Business Operations
Zydus Lifesciences Limited 650650802 ANALYSIS(70771-1716) , MANUFACTURE(70771-1716)

Revised: 8/2024 Zydus Lifesciences Limited
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