
SUNSCREEN WIPE KGP- homosalate octinoxate octisalate oxybenzone  cloth  
KGP Products , Inc. (dba PREMIER)
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.

----------

Active Ingredient                                                                                                          Purpose

Homosalate (2%)..........................................................................................................Sunscreen

Octinoxate (7.5%).........................................................................................................Sunscreen

Octisalate (4%).............................................................................................................Sunscreen

Oxybenzone (5%)........................................................................................................Sunscreen

Uses
Provides high protection against sunburn.
Retains SPF after 80 minutes of sweating or activity in the water.

Warnings
For external use only.

Flammable.  Keep away from heat and flame when applying this product.

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

Stop use and ask a doctor
If rash or irritation develops and lasts.

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

Directions
Unfold towel.
Apply evenly before sun exposure.
For children under 6 months, consult a doctor.
Reapply after towel drying, swimming or sweating.

Inactive Ingredients
Acrylates/Octylacrylamide Copolymer, Ethanol, Fragrance
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Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:526 48 -6 175

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis o f
Strength Strength

HO MO SALATE (UNII: V0 6 SV4M9 5S) (SALICYLIC ACID - UNII:O414PZ4LPZ) HOMOSALATE 20  g
 in 8 56  mL

O CTINO XATE (UNII: 4Y5P7MUD51) (2-ETHYLHEXYL 4-PHENYLBENZOPHENONE-2'-
CARBOXYLATE - UNII:9 3NOD9 WBCS) OCTINOXATE 75 g

 in 8 56  mL

O CTISALATE (UNII: 4X49 Y0 59 6 W) (SALICYLIC ACID - UNII:O414PZ4LPZ) OCTISALATE 40  g
 in 8 56  mL

O XYBENZO NE (UNII: 9 5OOS7VE0 Y) (BENZOPHENONE - UNII:70 1M4TTV9 O) OXYBENZONE 50  g
 in 8 56  mL

Inactive Ingredients
Ingredient Name Strength

ALCO HO L (UNII: 3K9 9 58 V9 0 M) 8 0 .1 g  in 8 56  mL

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:526 48 -6 175-1 9  mL in 1 PACKET

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

OTC mo no graph fina l part352 0 9 /28 /20 10

Labeler - KGP Products , Inc. (dba PREMIER) (004173662)

Registrant - IT W Dymon (103307604)

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

ITW Dymo n 10 330 76 0 4 manufacture
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