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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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Pharmaco Technology LLC

GLACIERIX  
capsaicin-menthol patch

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:6 9 6 9 1-150

Route  of Adminis tration TOPICAL

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

ca psa ic in  (UNII: S0 7O44R1ZM) (capsaic in - UNII:S0 7O44R1ZM) capsaic in .0 375 g  in 10 0  g

mentho l  (UNII: L7T10 EIP3A) (mentho l - UNII:L7T10 EIP3A) mentho l 5 g  in 10 0  g

Inactive Ingredients
Ingredient Name Strength

SO DIUM PO LYACRYLATE ( 2 50 0 0 0 0  MW)  (UNII: 0 5I15JNI2J)  

pro pylpa ra ben  (UNII: Z8 IX2SC1OH)  

a lo e  vera  lea f (UNII: ZY8 1Z8 3H0 X)  

EDETATE DISO DIUM (UNII: 7FLD9 1C8 6 K)  

DIAZO LIDINYL UREA (UNII: H5RIZ3MPW4)  

methylpa ra ben  (UNII: A2I8 C7HI9 T)  

IO DO PRO PYNYL BUTYLCARBAMATE (UNII: 6 0 3P14DHEB)  

g lycerin  (UNII: PDC6 A3C0 OX)  

wa ter (UNII: 0 59 QF0 KO0 R)  

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

Packaging

# Item Code Package Description Marketing  Start
Date

Marketing  End
Date

1 NDC:6 9 6 9 1-
150 -15

10 0  g in 1 BOX; Type 2: Prefilled Drug Delivery Device /System
(syringe , pa tch, e tc .) 0 4/0 1/20 15

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 4/0 1/20 15
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