
MIRACLE FOOT REPAIR  - menthol cream  
Winning Solutions
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.

----------

Active Ingredient : MENTHOL 0.1%

Purpose : External Analgesic

Warnings: For external use only .

Keep out of reach of children : In case of accidental ingestion, get medical help or contact a Poison
Control center right away.

Directions :   adults and  children 2 years and older apply as needed

                   under 2 years ask a doctor.
                   wash and dry skin apply liberatly over attached area and massage until absorbed .

Uses: Temporary protects and helps relieve chapped or cracked skin

aloe barabardensis leaf Juice , water , mineral oil ,glyceryl stearate , PEG-100 stearte ,cetyl alcohol
,cetearyl alcohol, polysorbate 60 , propylene glycol, stearic acid , hydrogenated polyisobutene,
dimethicone, triethanolamine ,  salicylic acid, imidazolidinyl urea, chondrus crispus (carrageenan) , 
methylparaben, propylparaben,mentha piperita (peppermint oil), chloroxylenol, dmdm hydantoin 



MIRACLE FOOT REPAIR   
menthol cream

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:6 6 39 1-0 50 4

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety



Winning Solutions

Ingredient Name Basis o f Strength Strength
MENTHO L (UNII: L7T10 EIP3A) (MENTHOL - UNII:L7T10 EIP3A) MENTHOL 0 .0 28  g  in 28  g

Inactive Ingredients
Ingredient Name Strength

ALO E VERA LEAF (UNII: ZY8 1Z8 3H0 X)  

Wa ter (UNII: 0 59 QF0 KO0 R)  

MINERAL O IL (UNII: T5L8 T28 FGP)  

Stea ric  Acid  (UNII: 4ELV7Z6 5AP)  

PEG-10 0  STEARATE (UNII: YD0 1N19 9 9 R)  

GLYCERYL MO NO STEARATE (UNII: 230 OU9 XXE4)  

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

PO LYSO RBATE 6 0  (UNII: CAL22UVI4M)  

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

Cetyl Alco ho l  (UNII: 9 36 JST6 JCN)  

CO CO A BUTTER (UNII: 512OYT1CRR)  

TRO LAMINE (UNII: 9 O3K9 3S3TK)  

SALICYLIC ACID (UNII: O414PZ4LPZ)  

CHO NDRUS  (UNII: XR12Z4HLEA)  

CHAMO MILE (UNII: FGL36 8 5T2X)  

Methylpa ra ben  (UNII: A2I8 C7HI9 T)  

Pro pylpa ra ben  (UNII: Z8 IX2SC1OH)  

DMDM HYDANTO IN (UNII: BYR0 546 TOW)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:6 6 39 1-0 50 4-0 28  g in 1 TUBE

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 9 /0 1/20 11

Labeler - Winning Solutions  (962718300)

Registrant - Beautymanufacturing Solutions  Corperation (783200723)

 Revised: 9/2011


