
BLISTEX  LIP VIBRANCE- octinoxate, oxybenzone, and dimethicone s tick  
Blis tex Inc.
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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Blis tex  
Lip Vibrance
Drug Facts

Active ingredients Purpose
Dimethicone 2.0% (w/w) Lip protectant
Octinoxate 7.5% (w/w) Sunscreen
Oxybenzone 2.5% (w/w) Sunscreen

Uses
temporarily protects and helps relieve chapped or cracked lips
helps prevent sunburn

Warnings

Skin Cancer/Skin Aging Alert
Spending time in the sun increases your risk of skin cancer and early skin aging. This product has been
shown only to help prevent sunburn, not skin cancer or early skin aging.

For external use only
Do not use on damaged or broken skin

When us ing this  product keep out of eyes. Rinse with water to remove.

Stop use and ask a doctor if rash occurs

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right
away.

Directions
apply liberally 15 minutes before sun exposure
reapply at least every 2 hours
use a water resistant sunscreen if swimming or sweating
children under 6 months of age: Ask a doctor

Inactive ingredients
arachidyl alcohol, arachidyl glucoside, behenyl alcohol, bis-diglyceryl polyacyladipate-2, butylene
glycol, butyrospermum parkii (shea butter), D&C red no. 6, D&C red no. 7, ethylhexyl palmitate,
flavors, hydrogenated polyisobutene, iron oxides, isostearoyl hydrolyzed silk, mica, microcrystalline
wax, mineral oil, ozokerite, panthenyl ethyl ether, paraffin, pentaerythrityl tetraethylhexanoate,
petrolatum, phenoxyethanol, phenyl trimethicone, polybutene, polyethylene, PPG-5-ceteth-20, ricinus
communis (castor) seed oil, saccharin, silica dimethyl silylate, sodium hyaluronate, titanium dioxide,
tocopheryl acetate, vitis vinifera (grape) seed oil
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Other information
protect the product from excessive heat and direct sun

PRINCIPAL DISPLAY PANEL - 3.69g Container Blis ter Pack
NDC 10157-9831-1
Blis tex  
LIP PROTECTANT/SUNSCREEN
LIP
VIBRANCE
New!
A Touch Of Color & Shimmer
That Really Lasts

Rich Moisturization & Protection

Total Care For Your Lips' Complexion

SPF 15
Built-in Mirror

NET WT. .13 oz (3.69g)
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BLISTEX   LIP VIBRANCE 
octinoxate, oxybenzone, and dimethicone stick

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:10 157-9 8 31

Route  of Adminis tration TOPICAL

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

O ctino xa te  (UNII: 4Y5P7MUD51) (Octino xate  - UNII:4Y5P7MUD51) Octino xate 7.5 g  in 10 0  g

O xybenzo ne  (UNII: 9 5OOS7VE0 Y) (Oxybenzo ne - UNII:9 5OOS7VE0 Y) Oxybenzo ne 2.5 g  in 10 0  g

Dimethico ne  (UNII: 9 2RU3N3Y1O) (Dimethico ne - UNII:9 2RU3N3Y1O) Dimethico ne 2 g  in 10 0  g

Inactive Ingredients



Ingredient Name Strength
a ra chidyl a lco ho l  (UNII: 1QR1QRA9 BU)  

a ra chidyl g luco side  (UNII: 6 JVW35JOOJ)  

do co sa no l  (UNII: 9 G1OE216 XY)  

butylene g lyco l  (UNII: 3XUS8 5K0 RA)  

shea  butter (UNII: K49 155WL9 Y)  

D&C red no . 6  (UNII: 48 1744AI4O)  

D&C red no . 7  (UNII: ECW0 LZ41X8 )  

ethylhexyl pa lmita te  (UNII: 28 6 59 9 330 9 )  

mica  (UNII: V8 A1AW0 8 8 0 )  

micro crysta lline  wa x (UNII: XOF59 7Q3KY)  

minera l o il  (UNII: T5L8 T28 FGP)  

pa nthenyl ethyl ether (UNII: F4WMF8 NX3B)  

pa ra ffin  (UNII: I9 O0 E3H2ZE)  

penta erythrityl tetra ethylhexa no a te  (UNII: XJ70 52W8 9 7)  

petro la tum  (UNII: 4T6 H12BN9 U)  

pheno xyetha no l  (UNII: HIE49 2ZZ3T)  

phenyl trimethico ne  (UNII: DR0 K5NOJ4R)  

hig h density po lyethylene  (UNII: UG0 0 KM4WR7)  

PPG-5-ceteth-2 0  (UNII: 4AAN25P8 P4)  

ca sto r o il  (UNII: D5340 Y2I9 G)  

sa ccha rin  (UNII: FST46 7XS7D)  

sil ica  dimethyl silyla te  (UNII: EU2PSP0 G0 W)  

hya luro na te  so dium  (UNII: YSE9 PPT4TH)  

tita nium dio xide  (UNII: 15FIX9 V2JP)  

.a lpha .-to co phero l a ceta te  (UNII: 9 E8 X8 0 D2L0 )  

g ra pe seed o il  (UNII: 9 30 MLC8 XGG)  

ferric  o xide  red  (UNII: 1K0 9 F3G6 75)  

ceresin  (UNII: Q1LS2UJO3A)  

sa nda lwo o d  (UNII: 36 41YW25N2)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:10 157-9 8 31-1 1 in 1 BLISTER PACK

1 3.6 9  g in 1 CYLINDER

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC MONOGRAPH FINAL part347 0 5/31/20 13

Labeler - Blis tex Inc. (005126354)

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

Blistex Inc . 0 0 5126 354 MANUFACTURE(10 157-9 8 31)



Blistex Inc. Revised: 3/2013
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