
PROTECTION 50 BODY- avobenzone and octinoxate lotion  
Dermalogica, 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.

----------

Protection 50 Body
Drug Facts

Active Ingredients
Avobenzone 3.0%,
Octinoxate 7.5%

Purpose
Sunscreen

Uses
Helps prevent sunburn.
If used as directed with other sun protection measures (see Directions), helps decrease the risk of
skin cancer and early skin aging caused by the sun.

Warnings
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 30 minutes before sun exposure.
Reapply:

-
-

Sun Protection Measures . Spending time in the sun increases your risk of skin cancer and early
skin aging. To help decrease this risk, regularly use a sunscreen with a broad spectrum SPF of 15 or
higher and other sun protection measures including:

-
-

Children under 6 months: ask a doctor.

At least every two hours.
Use a water resistant sunscreen if swimming or sweating.

limit time in the sun, especially from 10 a.m. – 2 p.m.
wear long-sleeve shirts, pants, hats and sunglasses.



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

Inactive ingredients
Water/Aqua/Eau, Butylene Glycol, C12-15 Alkyl Benzoate, Carthamus Tinctorius (Safflower)
Oleosomes, Cyclopentasiloxane, Aluminum Starch Octenylsuccinate, Cetearyl Phosphate,
Polyglyceryl-2 Stearate, Dimethyl Capramide, VP/Eicosene Copolymer, Artemisia Pallens Flower Oil,
Cananga Odorata Flower Oil, Citrus Aurantium Dulcis (Orange) Peel Oil, Citrus Paradisi (Grapefruit)
Peel Oil, Pelargonium Graveolens Flower Oil, Tagetes Minuta Flower Oil, Sodium Hyaluronate,
Dipotassium Glycyrrhizate, Caprylic/Capric Glycerides, Arachidyl Alcohol, Behenyl Alcohol,
Arachidyl Glucoside, Acrylates/C10-30 Alkyl Acrylate Crosspolymer, Xanthan Gum, Disodium
EDTA, Sodium Hydroxide, Ethylhexylglycerin, Phenoxyethanol.

Questions  or comments
Call toll free 1-800-831-5150 in the US
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PROTECTION 50 BODY  
avobenzone and octinoxate lotion

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:6 8 479 -230

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 30  mg  in 1 mL

O ctino xa te  (UNII: 4Y5P7MUD51) (Octino xate  - UNII:4Y5P7MUD51) Octino xate 75 mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

Wa ter (UNII: 0 59 QF0 KO0 R)  

Butylene Glyco l  (UNII: 3XUS8 5K0 RA)  

Alkyl ( C12 -15)  Benzo a te  (UNII: A9 EJ3J6 1HQ)  

Ca rtha mus Tincto rius Seed O leo so mes (UNII: 9 S6 0 Q7230 9 )  

Cyclo methico ne 5 (UNII: 0 THT5PCI0 R)  

Aluminum Sta rch O ctenylsuccina te  (UNII: I9 PJ0 O6 29 4)  

Dimethyl Ca pra mide  (UNII: O29 Y6 X2JEZ)  

Da va na  O il  (UNII: CL439 Y0 41G)  

Ca na ng a  O il  (UNII: 8 YOY78 GNNX)  

O ra ng e O il  (UNII: AKN3KSD11B)  

Gra pefruit O il  (UNII: YR377U58 W9 )  

Pela rg o nium Gra veo lens Flo wer O il  (UNII: 3K0 J1S7QGC)  

Ta g etes Minuta  Flo wer O il  (UNII: 1T0 ZMU8 M8 B)  

Hya luro na te  So dium  (UNII: YSE9 PPT4TH)  

Glycyrrhiz ina te  Dipo ta ssium  (UNII: CA2Y0 FE3FX)  

Ara chidyl Alco ho l  (UNII: 1QR1QRA9 BU)  

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

Ara chidyl Gluco side  (UNII: 6 JVW35JOOJ)  

Ca rbo mer Interpo lymer Type A ( Allyl Sucro se  Cro sslinked)  (UNII: 59 TL3WG5CO)  

Xa ntha n Gum  (UNII: TTV12P4NEE)  

Edeta te  Diso dium  (UNII: 7FLD9 1C8 6 K)  

So dium Hydro xide  (UNII: 55X0 4QC32I)  

Ethylhexylg lycerin  (UNII: 147D247K3P)  

Pheno xyetha no l  (UNII: HIE49 2ZZ3T)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:6 8 479 -230 -0 2 1 in 1 CARTON

1 156  mL in 1 TUBE



Dermalogica, Inc.

2 NDC:6 8 479 -230 -0 1 22 mL in 1 TUBE

3 NDC:6 8 479 -230 -0 0 2 mL in 1 POUCH

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

OTC MONOGRAPH FINAL part352 0 8 /0 8 /20 13

Labeler - Dermalogica, Inc. (177698560)

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

Co sway 6 20 8 9 9 8 77 MANUFACTURE(6 8 479 -230 )

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

Diamo nd Wipes 16 110 4729 MANUFACTURE(6 8 479 -230 )
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