BETAMETHASONE DIPROPIONATE - betamethasone dipropionate cream

Zydus Lifesciences Limited

Betamethasone Dipropionate Cream USP, 0.05%
(Potency expressed as betamethasone)

FOR DERMATOLOGIC USE ONLY.

NOT FOR OPHTHALMIC USE.

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 70771-1380-1

Betamethasone dipropionate cream USP, 0.05%
Rx only
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Betamethasone Dipropionate USP

(Potency expressed as betamethasone)
FOR DERMATOLOGIC USE ONLY. NOT FOR OPHTHALMIC USE.

WARNING: Keep out of reach of children. Quantity (15g)
Zyd@ Rx only
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g Each gram contains: 0.64 mg betamethasone dipropionate, USP (equivalent to 0.5 mg betamethasone)
in a white to off-white cream of cetomacrogol 1000, cetostearyl alcohol, mineral oil, purified water,
sodium phosphate monobasic, white pafrolatum and chlorocresol is present as preservative. i
Usual dosage: Apply a thin film of the cream fo affected skin areas once daily. In some cases, &
twice daily dosage may be necessary. See package insert for full prescribing information. g
TO OPEN: Use cap to puncture seal. -
IMPORTANT: Do not use if seal has been punciured or is not visible.
Store at 20° to 25°C (687 to 77°F) [See USF Controfled Room Temperature]. Protect from light and freezing.
See crimp of tube for lot number and expiry date.
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BETAMETHASONE DIPROPIONATE
betamethasone dipropionate cream
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1380
Route of Administration TOPICAL
Active Ingredient/Active Moiety
- Basis of
Ingredient Name Strength
g Strength g
BETAMETHASONE DIPROPIONATE (UNIl: 826Y60901U) (BETAMETHASONE - 0.5 mg
UNII:9842X06Q6M) 2T Bl inlg
Inactive Ingredients
Ingredient Name Strength

CETETH-20 (UNII: I835H2IHHX)

CETOSTEARYL ALCOHOL (UNIIl: 2DMT128M1S)
CHLOROCRESOL (UNIl: 36W5307109)

MINERAL OIL (UNII: T5L8T28FGP)

PETROLATUM (UNII: 4T6H12BN9U)

SODIUM PHOSPHATE, MONOBASIC (UNII: 3980JIH2SW)
WATER (UNII: 059QFO0KOOR)

Product Characteristics




Color WHITE (off white) Score

Shape Size
Flavor Imprint Code
Contains
Packaging
# [Item Code Package Description Marketing Start
Date
NDC:70771- .
1 1380-1 1in 1 CARTON 02/26/2019
1 15 g in 1 TUBE; Type 0: Not a Combination
Product
NDC:70771- .
2 304 1in 1 CARTON 02/26/2019
2 45 g in 1 TUBE; Type 0: Not a Combination

Product

Marketing Information

Marketing End
Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA208885 02/26/2019
Labeler - Zydus Lifesciences Limited (918596198)
Registrant = Zydus Lifesciences Limited (918596198)
Establishment
Name Address ID/FEI Business Operations
Zydus Lifesciences Limited 650650802 ANALYSIS(70771-1380) , MANUFACTURE(70771-1380)

Revised: 8/2022 Zydus Lifesciences Limited
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