
MIRACLE OF ALOE RUB ROLL ON - menthol liquid  
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  2.0 %

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 Position
Control center right away.

Directions : adults and children 3 years and older ; apply to affected area no more than 3 to 4 times daily
              
                 under 3 years: ask a doctor

Inactive Ingredients : water , isopropyl alcohol , aloe barbadensis leaf juice , hydroxyethylcellulose ,
chamomilla recutita (matricaria) flower , eucalyptus globulus leaf oil , polysorbate 80 , fragrance ,
methylparaben , dmdm hydantoin

Uses : Temporarily relieves minor aches and pains of muscles and joints due to  * arthritis  * simple
backache  * strains * sprains

 



MIRACLE OF ALOE RUB ROLL ON  
menthol liquid

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:6 6 39 1-0 0 46

Route  of Adminis tration TOPICAL

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

Mentho l  (UNII: L7T10 EIP3A) (Mentho l - UNII:L7T10 EIP3A) Mentho l 1.8  mL  in 9 0  mL

Inactive Ingredients
Ingredient Name Strength

Wa ter (UNII: 0 59 QF0 KO0 R)  

ISO PRO PYL ALCO HO L (UNII: ND2M416 30 2)  

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

HYDRO XYETHYL CELLULO SE ( 14 0  CPS AT 5%)  (UNII: 8 136 Y38 GY5)  

CHAMO MILE (UNII: FGL36 8 5T2X)  



Winning Solutions

CO RYMBIA CITRIO DO RA LEAF O IL (UNII: M6 3U6 N9 6 EB)  

po lyso rba te  8 0  (UNII: 6 OZP39 ZG8 H)  

methylpa ra ben  (UNII: A2I8 C7HI9 T)  

dmdm hyda nto in  (UNII: BYR0 546 TOW)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:6 6 39 1-0 0 46 -0 9 0  mL in 1 BOTTLE, WITH APPLICATOR

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 7/17/20 0 6

Labeler - Winning Solutions  (962718300)

Registrant - Beautymanufacturing Solutions  Corperation (783200723)

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

Beautymanufacturing So lutio ns Co rpera tio n 78 320 0 723 manufacture

 Revised: 4/2011


