
DERMASHIELD- titanium dioxide, octinoxate cream cream  
USRX LLC
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.

----------

DermaShield SPF 30

ACTIVE INGREDIENT:



TITANIUM DIOXIDE 2%
OCTINOXATE 7%

Sunscreen

FOR EXTERNAL USE ONLY

DO NOT USE - On damaged or broken skin

STOP USE AND ASK A DOCTOR IF A RASH OCCURRS

INACTIVE INGREDIENTS:

DERMASHIELD  
titanium dioxide, octinoxate cream cream

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:70 8 0 9 -19 0 1

Route  of Adminis tration TOPICAL

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

O CTINO XATE (UNII: 4Y5P7MUD51) (OCTINOXATE - UNII:4Y5P7MUD51) OCTINOXATE 7 mg  in 10 0  mL

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP) (TITANIUM DIOXIDE - UNII:15FIX9 V2JP) TITANIUM DIOXIDE 2 mg  in 10 0  mL

Inactive Ingredients
Ingredient Name Strength

ALUMINUM O XIDE (UNII: LMI26 O6 9 33)  

LECITHIN, SO YBEAN (UNII: 1DI56 QDM6 2)  

CAPRYLYL GLYCO L (UNII: 0 0 YIU5438 U)  

METHYLISO THIAZO LINO NE (UNII: 229 D0 E1QFA)  

SO RBITO L (UNII: 50 6 T6 0 A25R)  

CETO STEARYL ALCO HO L (UNII: 2DMT128 M1S)  

STEARIC ACID (UNII: 4ELV7Z6 5AP)  

TRO LAMINE (UNII: 9 O3K9 3S3TK)  

GREEN TEA LEAF (UNII: W2ZU1RY8 B0 )  

ISO CETYL STEARATE (UNII: 3RJ718 6 O9 W)  

SO DIUM LAURETH SULFATE (UNII: BPV39 0 UAP0 )  

METHICO NE ( 2 0  CST)  (UNII: 6 777U11MKT)  

CETYL ALCO HO L (UNII: 9 36 JST6 JCN)  

O CTISALATE (UNII: 4X49 Y0 59 6 W)  

DIMETHICO NE (UNII: 9 2RU3N3Y1O)  

ACETYL HEXAPEPTIDE-8  (UNII: L4EL31FWIL)  

ALPHA-TO CO PHERO L ACETATE (UNII: 9 E8 X8 0 D2L0 )  

PO LYO XYL 2 0  CETO STEARYL ETHER (UNII: YRC528 SWUY)  

CARBO MER HO MO PO LYMER, UNSPECIFIED TYPE (UNII: 0 A5MM30 7FC)  



USRX LLC

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:70 8 0 9 -19 0 1-1 9 0  mL in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 0 7/0 8 /20 19

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 part352 0 7/0 8 /20 19

Labeler - USRX LLC (115270633)

Registrant - USRX LLC (115270633)
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