CLOBETASOL PROPIONATE- clobetasol propionate ointment
Aleor Dermaceuticals Limited

Clobetasol Propionate Ointment USP, 0.05%
(Potency expressed as clobetasol propionate)

Rx Only
FOR DERMATOLOGIC USE ONLY.
NOT FOR OPHTHALMIC, ORAL OR INTRAVAGINAL USE.

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 71589-002-15

Aleor Dermaceuticals Ltd.

Clobetasol Propionate Ointment USP, 0.05%

Rx only

FOR DERMATOLOGIC USE ONLY

NOT FOR OPHTHALMIC USE.

NET WT 15 grams
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Clobetasol Propionate Ointment USP, 0.05%

Rx only

FOR DERMATOLOGIC USE ONLY
NOT FOR OPHTHALMIC USE.
NET WT 15 grams
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Clobetasol Propionate Ointment USP, 0.05%

FOR DERMATOLOGIC USE ONLY. NOT FOR OPHTHALMIC USE
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Clobetasol Propionate Ointment USP, 0.05%

FOR DERMATOLOGIC USE ONLY. NOT FOR OPHTHALMIC USE
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NET WT 15 grams

Batch Coding and Barcode
(For Reference Only)

GTIN: 1234567890123 H
S.NO.: 1234567890123

EXP: MMM YYYY :
LOT: 1234567890

Each gram contains: Clobetasol propionate 0.5 mg in a base of propylene glycol, ~ T0 OPEN: To puncture the seal, reverse the cap and place the puncture-top onto
the tube. Push down firmly until seal is open.
TO CLOSE: Screw the cap back onto the tube

sorbitan sesquioleate, and white petrolatum.

WARNING: Keep out of reach of children.

USUAL DOSAGE: See package insert for full prescribing information.

Store at 20° to 25°C (68" to 77°F) excursions permitted between 15° to 30°C (59°

to 86°F) [see USP Controlled Room Temperature] Manufactured for:

Manufactured by

IMPORTANT: The opening of this product is covered by a metal tamps Aleor Der icals Ltd., Encube Ethicals Put. Ltd.
seal. If this seal has been punctured or is not visible, do not use and return Karakhadi, Vadodara 391450, Madkaim, Ponda, Goa, India - 403404
product to place of purchase. India Mfg. Licence No.: 361
Dimensions: L116x W28x H24
CLOBETASOL PROPIONATE
clobetasol propionate ointment
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source)

Route of Administration

TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

CLOBETASOL PROPIONATE (UNI: 779619577M) (CLOBETASOL -

08/2019
XXXXXIXX
SAP Code

NDC:71589-002

UNIEADN79D536 H)

Inactive Ingredients

Ingredient Name

Basis of Strength Strength
CLOBETASOL 0.5 mg
PROPIONATE inlg

Strength



PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
SORBITAN SESQUIOLEATE (UNII: 0OW8 RRISW5A)
PETROLATUM (UNI: 4T6 HI2BN9 U)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:71589-002-15 1in 1 CARTON 03/12/2019

1 15 g in 1 TUBE; Type 0: Not a Combination Product

2 NDC:71589-002-30 1in 1 CARTON 03/12/2019

2 30 gin 1 TUBE; Type 0: Nota Combination Product

3 NDC:71589-002-45 1in 1 CARTON 03/12/2019

3 45 g in 1 TUBE; Type 0: Not a Combination Product

4 NDC:71589-002-60 1in 1 CARTON 03/12/2019

4 60 g in 1 TUBE; Type 0: Nota Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
ANDA ANDA211800 03/12/2019

Labeler - Aleor Dermaceuticals Limited (871411532)

Registrant - Aleor Dermaceuticals Limited (871411532)

Establishment
Name Address ID/FEI Business Operations
Encube Ethicals Pvt. Ltd. 725076298 MANUFACTURE(71589-002)

Revised: 8/2019 Aleor Dermaceuticals Limited
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