DESONIDE - desonide cream
Zydus Lifesciences Limited

Desonide Cream, 0.05%
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Description: Each gram contains 0.5 milligrams of desonide microdispersed in a base of aluminum
sulfate, calcium acefate, cetosteanyl alcohol, dextrin, glycerin, light mineral oil, purified water,
sodium lauryl sulfate, synthetic bees wax and white petrolatum. Preserved with methylparaben and
buffered to pH 4.2- 5.0.

Dosage and Administration: Apply to the affected area as a thin film two to four times daily
depending on the severity of the condition. See accompanying literature for complete information.

Store at 20° to 25°C (68° to 77°F) [See USP Controlled Room Temperature].

For lot number and expiry date see crimp of tube or carton.

Manufactured by:

Cadila Healthcare Ltd.
Changodar, Ahmedabad, India 707713811 1

Bl ey

| 80.5 mm

w
A

31 mm

Open end



— x-q-_
Description: Exch gram conbsins 0.5 milligrams of desonide microdinpersed in 2 Store at 20° to 25°C (68° to TT°F) ——
baze: of aluminum suliske, calcium acelate, ceioseary] sliohal, dexirin, ghycesin,  [See USP Controlled Room Temperature].
i iy depening an i Seily of Be comdion. Ses. Sccampning 20 eee el 15 oo b scsh.peth doun s e pcre
— Iimratare for complets nfcrmation. Screw cap back on fo cloze. PR
NDG 70771-1381-1 c 23 e
Desonide Cream g __*
= O =
: 0.05% A S 3, |
_ FOR EXTERNAL USE ONLY. E‘ E = i}
@iﬂgﬂf NOT FOR OPHTHALMIC USE. R:jlg E g é
Over Coding Template : ==t
S i ==
l P | R
s | Cangodar, Ahmedstad, indis 3 1 - i
= AN s EF SR {0
“Tw =8
] ¢ Desonide Cream
i§ = 2 B
g & N 0.05%
B 9
7 i FCR Vi e 159
L ; 3 g E; .imﬂf Rx only
DESONIDE
desonide cream
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1381
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
DESONIDE (UNII: J280872D10) (DESONIDE - UNII:J280872D10) DESONIDE 0.5mg inlg
Inactive Ingredients
Ingredient Name Strength

ALUMINUM SULFATE (UNII: 34S289N54E)
CALCIUM ACETATE (UNII: Y882YXF34X)
CETOSTEARYL ALCOHOL (UNIl: 2DMT128M1S)
GLYCERIN (UNIl: PDC6A3C0OX)

ICODEXTRIN (UNII: 2NX48Z 0A9G)

LIGHT MINERAL OIL (UNII: N6K5787QVP)
METHYLPARABEN (UNII: A2I8C7HIOT)
PETROLATUM (UNIl: 4T6H12BN9U)

SODIUM LAURYL SULFATE (UNIl: 368GB5141))
WATER (UNIl: 059QFOKOOR)

YELLOW WAX (UNIl: 2ZA36H0S2V)



Product Characteristics

Color WHITE (WHITE TO OFF-WHITE) Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description bl S SR =0
Date Date
NDC:70771- ]
1 1381-1 1in 1 CARTON 11/25/2019
1 15 g in 1 TUBE; Type 0: Not a Combination
Product
NDC:70771- .
2 1381-3 1in 1 CARTON 11/25/2019
2 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 ANDA210198 11/25/2019

Labeler - Zydus Lifesciences Limited (918596198)

Registrant - zydus Lifesciences Limited (918596198)

Establishment
Name Address ID/FEI Business Operations
Zydus Lifesciences Limited 650650802 ANALYSIS(70771-1381) , MANUFACTURE(70771-1381)

Revised: 11/2022 Zydus Lifesciences Limited
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