
TOPICAL EDGE- menthol lotion  
AmperSand Biopharma
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.
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TOPICAL EDGE  
menthol lotion

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:70 458 -50 0



AmperSand Biopharma

Route  of Adminis tration TOPICAL

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

MENTHO L (UNII: L7T10 EIP3A) (MENTHOL - UNII:L7T10 EIP3A) MENTHOL 0 .5 g  in 10 0  g

Inactive Ingredients
Ingredient Name Strength

JO JO BA O IL (UNII: 724GKU717M)  

SO RBIC ACID (UNII: X0 45WJ9 8 9 B)  

PO LYGLYCERYL-4  O LEATE (UNII: 15B0 5TY4GX)  

PO LYGLYCERYL-4  STEARATE (UNII: VLC3W3U1PE)  

WATER (UNII: 0 59 QF0 KO0 R)  

ISO PRO PYL PALMITATE (UNII: 8 CRQ2TH6 3M)  

CO CO NUT O IL (UNII: Q9 L0 O73W7L)  

PALM KERNEL O IL (UNII: B0 S9 0 M0 233)  

SO DIUM BICARBO NATE (UNII: 8 MDF5V39 QO)  

ALCO HO L (UNII: 3K9 9 58 V9 0 M)  

BENZYL ALCO HO L (UNII: LKG8 49 4WBH)  

HYDRATED SILICA (UNII: Y6 O7T4G8 P9 )  

LECITHIN, SO YBEAN (UNII: 1DI56 QDM6 2)  

PO LO XAMER 4 0 7  (UNII: TUF2IVW3M2)  

MEDIUM-CHAIN TRIGLYCERIDES  (UNII: C9 H2L21V7U)  

SO DIUM HYDRO XIDE (UNII: 55X0 4QC32I)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:70 458 -50 0 -0 2 30 0  g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 0 9 /25/20 17

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 /25/20 17
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