
LBEL  DERMO CLARITE- avobenzone, ensulizole, octisalate, octocrylene, and
oxybenzone lotion  
Ventura International Ltd.
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.

----------

L'BEL
DERMO CLARITÉ
Drug Facts

Active Ingredients
Butyl methoxydibenzoylmethane 3.0%,

Ensulizole 3.0%,

Octisalate 5.0%,

Octocrylene 5.0%,

Oxybenzone 6.0%

Purpose
Sunscreen

Uses
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 damage 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 and evenly 15 minutes before sun exposure.
Children under 6 months of age: Ask a doctor
Reapply at least every 2 hours
Use a water resistant sunscreen if swimming or sweating.



Other information
Protect the product in this container from excessive heat and direct sun.

Inactive ingredients
aqua (water), dicaprylyl carbonate, cetearyl alcohol, phenethyl benzoate, triethanolamine,
cyclopentasiloxane, propylene glycol, methyl methacrylate crosspolymer, sorbitan stearate,
triethylhexanoin, potassium cetyl phosphate, phenoxyethanol, dimethicone, stearyl dimethicone,
ceteareth-20, xanthan gum, chlorphenesin, parfum (fragrance), vigna aconitifolia seed extract, cetyl
alcohol, dimethylmethoxy chromanyl palmitate, glyceryl stearate, methylparaben, sodium cocoyl
glutamate, tetrasodium edta, peg-75 stearate, butylparaben, sorbic acid, ceteth-20, steareth-20.

US: Distributed by Ventura International Ltd,
San Francisco, CA 94111.

PRINCIPAL DISPLAY PANEL - 30 ml Bottle Box
L'BEL 
DERMO CLARITÉ

clarifying and moisturizing
facial lotion with SPF 30

30 ml e (1 fl.oz.)



LBEL   DERMO CLARITE 
avobenzone, ensulizole, octisalate, octocrylene, and oxybenzone lotion

Product Information



Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:1478 3-434

Route  of Adminis tration TOPICAL

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

Avo benzo ne  (UNII: G6 3QQF2NOX) (Avo benzo ne - UNII:G6 3QQF2NOX) Avo benzo ne 0 .0 3 g  in 1 mL

Ensulizo le  (UNII: 9 YQ9 DI1W42) (Ensulizo le  - UNII:9 YQ9 DI1W42) Ensulizo le 0 .0 3 g  in 1 mL

O ctisa la te  (UNII: 4X49 Y0 59 6 W) (Octisa la te  - UNII:4X49 Y0 59 6 W) Octisa la te 0 .0 5 g  in 1 mL

O cto crylene  (UNII: 5A6 8 WGF6 WM) (Octo crylene  - UNII:5A6 8 WGF6 WM) Octo crylene 0 .0 5 g  in 1 mL

O xybenzo ne  (UNII: 9 5OOS7VE0 Y) (Oxybenzo ne - UNII:9 5OOS7VE0 Y) Oxybenzo ne 0 .0 6  g  in 1 mL

Inactive Ingredients
Ingredient Name Strength

wa ter (UNII: 0 59 QF0 KO0 R)  

dica prylyl ca rbo na te  (UNII: 6 0 9 A3V1SUA)  

a lco ho l  (UNII: 3K9 9 58 V9 0 M)  

phenethyl benzo a te  (UNII: 0 C1439 29 GK)  

tro la mine  (UNII: 9 O3K9 3S3TK)  

cyclo methico ne 5 (UNII: 0 THT5PCI0 R)  

pro pylene g lyco l  (UNII: 6 DC9 Q16 7V3)  

so rbita n mo no stea ra te  (UNII: NVZ4I0 H58 X)  

triethylhexa no in  (UNII: 7K3W1BIU6 K)  

po ta ssium cetyl pho spha te  (UNII: 0 3KCY6 P7UT)  

pheno xyetha no l  (UNII: HIE49 2ZZ3T)  

dimethico ne  (UNII: 9 2RU3N3Y1O)  

po lyo xyl 2 0  ceto stea ryl ether (UNII: YRC528 SWUY)  

xa ntha n g um  (UNII: TTV12P4NEE)  

chlo rphenesin  (UNII: I6 70 DAL4SZ)  

mo th bea n  (UNII: H79 38 ON8 E5)  

cetyl a lco ho l  (UNII: 9 36 JST6 JCN)  

g lyceryl mo no stea ra te  (UNII: 230 OU9 XXE4)  

methylpa ra ben  (UNII: A2I8 C7HI9 T)  

edeta te  so dium  (UNII: MP1J8 420 LU)  

peg -7 5 stea ra te  (UNII: OT38 R0 N74H)  

butylpa ra ben  (UNII: 3QPI1U3FV8 )  

so rbic  a c id  (UNII: X0 45WJ9 8 9 B)  

ceteth-2 0  (UNII: I8 35H2IHHX)  

stea reth-2 0  (UNII: L0 Q8 IK9 E0 8 )  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:1478 3-434-0 1 1 in 1 BOX

1 NDC:1478 3-434-0 2 30  mL in 1 BOTTLE

2 NDC:1478 3-434-0 4 1 in 1 BOX

2 3 mL in 1 BOTTLE

3 NDC:1478 3-434-0 5 1 mL in 1 PACKET



Ventura International Ltd.

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

OTC MONOGRAPH NOT FINAL part352 11/26 /20 11

Labeler - Ventura International Ltd. (603192787)

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

Bel Star, S. A.(Co lo mbia) 8 8 0 16 0 19 7 MANUFACTURE(1478 3-434)

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

Yo bel Supply Chain Management (Peru) 9 34116 9 30 MANUFACTURE(1478 3-434)
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