
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

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

CLOBETASOL PROPIONATE  
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Product Information
Product T ype HUMAN PRESCRIPTION DRUG Ite m Code  (Source ) NDC:7158 9 -0 0 2

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

CLO BETASO L PRO PIO NATE (UNII: 779 6 19 577M) (CLOBETASOL -
UNII:ADN79 D536 H)

CLOBETASOL
PROPIONATE

0 .5 mg
 in 1 g

Inactive Ingredients
Ingredient Name Strength



Aleor Dermaceuticals Limited

PRO PYLENE GLYCO L (UNII: 6 DC9 Q16 7V3)  

SO RBITAN SESQ UIO LEATE (UNII: 0 W8 RRI5W5A)  

PETRO LATUM (UNII: 4T6 H12BN9 U)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:7158 9 -0 0 2-15 1 in 1 CARTON 0 3/12/20 19

1 15 g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct

2 NDC:7158 9 -0 0 2-30 1 in 1 CARTON 0 3/12/20 19

2 30  g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct

3 NDC:7158 9 -0 0 2-45 1 in 1 CARTON 0 3/12/20 19

3 45 g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct

4 NDC:7158 9 -0 0 2-6 0 1 in 1 CARTON 0 3/12/20 19

4 6 0  g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

ANDA ANDA2118 0 0 0 3/12/20 19

Labeler - Aleor Dermaceuticals  Limited (871411532)

Registrant - Aleor Dermaceuticals  Limited (871411532)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

Encube Ethica ls Pvt. Ltd. 7250 76 29 8 MANUFACTURE(7158 9 -0 0 2)

 Revised: 8/2019
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