
AFTATE HYDROCORTISONE CREAM- hydrocortisone cream cream  
Sabel Med LLC
Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

----------

Hydrocortisone Cream USP 1% 1 oz



AFTATE HYDROCORTISONE CREAM  
hydrocortisone cream cream

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:70 356 -20 1

Route  of Adminis tration TOPICAL

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

HYDRO CO RTISO NE ACETATE (UNII: 3X79 31PO74) (HYDROCORTISONE -
UNII:WI4X0 X7BPJ)

HYDROCORTISONE
ACETATE

1 g
 in 10 0  g

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R)  

CETO STEARYL ALCO HO L (UNII: 2DMT128 M1S)  

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

MINERAL O IL (UNII: T5L8 T28 FGP)  

CETETH-2 0  (UNII: I8 35H2IHHX)  

EDETATE DISO DIUM (UNII: 7FLD9 1C8 6 K)  

CHLO RO CRESO L (UNII: 36 W53O710 9 )  

SO DIUM METABISULFITE (UNII: 4VON5FNS3C)  

PETRO LATUM (UNII: 4T6 H12BN9 U)  



Sabel Med LLC

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:70 356 -20 1-0 1 28  g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 0 5/0 1/20 16

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

OTC mo no graph no t fina l part348 0 5/0 1/20 16

Labeler - Sabel Med LLC (091476000)

 Revised: 3/2016


	Hydrocortisone Cream USP 1% 1 oz

