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.

SHAKE WELL

First and only lotion clinically proven to
help you train harder and recover faster.
During exarcise, your muscles need more oxygen and anergy
than your body can deliver, leading to the production of lactic
acid which contributes to muscle pain. Powered by sodium
bicarbonate and menthol, only Topical EDGE supplements
your body’s natural bicarbonate pool to combat lactic acid
buildup, reducing muscle burn and the heavy feeling in
your legs. topicalEDGE.com
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[Drug Facts
| Active Ingrodiont
| Menthol

| Warnings
i‘of external use only
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When using this product
| m use only as directad m avoid contact with eyes

| Stop use and ask a doctor if B symploms persist for more than 7
\&;: msymploms clear up and occur agan withn a few days
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\ Keep out of reach of children. If swallowed, get medical help or
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M shake well before use B
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‘Muulndemz rs of and older: apply to
affected area not more than 3 to 4 times.
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‘ Other information store at 20-25° C (88-77 F)
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15 APPLICATIONS
SHAKE WELL
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TOPICAL EDGE

menthol lotion

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:70458-500



Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
MENTHOL (UNI: L7T10EIP3A) (MENTHOL - UNIEL7T10EIP3A) MENTHOL 0.5g in 100 g
Inactive Ingredients
Ingredient Name Strength

JOJOBA OIL (UNI: 724GKU717M)

SORBIC ACID (UNI: X045WJ989B)
POLYGLYCERYL-4 OLEATE (UNIE: 15B05TY4GX)
POLYGLYCERYL-4 STEARATE (UNI: VLC3W3U1PE)
WATER (UNIE: 059 QFOKOOR)

ISOPROPYL PALMITATE (UNII: 8 CRQ2TH63M)
COCONUT OIL (UNI: Q9L0O73W7L)

PALM KERNEL OIL (UNI: BOS90M0233)

SODIUM BICARBONATE (UNI: 8 MDF5V39QO)
ALCOHOL (UNIE: 3K9958 V90 M)

BENZYL ALCOHOL (UNI: LKG8494WBH)
HYDRATED SILICA (UNI: Y6O7T4G8P9)

LECITHIN, SO YBEAN (UNIL: 1DI56 QDMS62)
POLOXAMER 407 (UNI: TUF2IVW3M2)
MEDIUM-CHAIN TRIGLYCERIDES (UNI: COH2L21V7U)
SODIUM HYDRO XIDE (UNI: 55X04QC32])

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:70458-500-02 300 gin 1 TUBE; Type 0: Nota Combination Product 09/25/2017

Marketing Information
Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 09/25/2017

Labeler - AmperSand Biopharma (080111681)
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