
AFTATE ATHLETE FOOT CREAM- tolnaftate 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.

----------

Aftate-Tolnaftate Athlete's  Foot Cream- 1 oz and 0.5 oz



AFTATE ATHLETE FOOT CREAM  
tolnaftate cream

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:70 356 -0 0 1

Route  of Adminis tration TOPICAL

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

TO LNAFTATE (UNII: 0 6 KB6 29 TKV) (TOLNAFTATE - UNII:0 6 KB6 29 TKV) TOLNAFTATE 1 g  in 10 0  g

Inactive Ingredients
Ingredient Name Strength

SO DIUM PHO SPHATE, MO NO BASIC, UNSPECIFIED FO RM (UNII: 39 8 0 JIH2SW)  

CETYL ALCO HO L (UNII: 9 36 JST6 JCN)  



Sabel Med LLC

MINERAL O IL (UNII: T5L8 T28 FGP)  

PRO PYLENE GLYCO L 1-( 2 -METHYLBUTYRATE)  (UNII: 9 Q5W5G6 46 1)  

PRO PYLPARABEN (UNII: Z8 IX2SC1OH)  

CHLO RO CRESO L (UNII: 36 W53O710 9 )  

CETETH-2 0  (UNII: I8 35H2IHHX)  

WATER (UNII: 0 59 QF0 KO0 R)  

PETRO LATUM (UNII: 4T6 H12BN9 U)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:70 356 -0 0 1-0 1 28  g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 12/0 2/20 16

2 NDC:70 356 -0 0 1-0 5 14 g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 12/0 2/20 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 fina l part333C 12/0 1/20 16

Labeler - Sabel Med LLC (091476000)
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