DERMASHIELD- titanium dioxide, octinoxate cream cream
USRX LL.C

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

Drug Facts
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Uses
Help prevent sunburm,
If used a5 directed with other sun protection measures
[z2e Directions), decreases 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 using this
roduct keep out of eves. Rirse with witer bo ramave,
&np use and ask a doctor if rash oocurs. Keep out of
reach of childran, If product i swallowead, gat madical
healp or contact a Poison Control Center right away.
Directions
* Apply to &l skin exposad fo the sun,
= Apphy liberally and evenly 15 minutes before sun exposure.
* Reapply after 40 mnutes of swimming or sweating,
immediately after towel drying and m?eaat ayery 2 hours.
* For children under & months of age: Ask a doctor.
Sun Protection Measures. Spending time in the sun
increases your risk of skin cancer and early skin agng. To
decreasa this risk, reqularly use a sunscraen with a Broad
Spectrum SPF valug of 15 or higher and olher sun
protection measures including:
« limit time in tha sun, especially from 10am. - 2 p.m.
« wear kng-sleeved shirts, pants, hats, and sunglasses.
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e TITANIUM DIOXIDE 2%
e 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 Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
O CTINO XATE (UNI: 4Y5P7MUD51) (OCTINOXATE - UNIE4Y5P7MUD51)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL15FIX9 V2JP)

Inactive Ingredients
Ingredient Name
ALUMINUM O XIDE (UNI: LMI2606933)
LECITHIN, SO YBEAN (UNII: 1DI56 QDM62)
CAPRYLYL GLYCOL (UNIE: 00 YIU5438U)
METHYLISOTHIAZOLINONE (UNIL: 229D0E1QFA)
SORBITOL (UNI: 506 T60A25R)
CETOSTEARYL ALCOHOL (UNIL: 2DMT128M1S)
STEARIC ACID (UNIL: 4ELV7Z65AP)
TROLAMINE (UNII: 903K93S3TK)
GREEN TEA LEAF (UNI: W2ZUIRY8BO0)
ISO CETYL STEARATE (UNIL: 3RJ718609W)
SODIUM LAURETH SULFATE (UNI: BPV390UAPO)
METHICONE (20 CST) (UNI: 6777U11MKT)
CETYL ALCOHOL (UNII: 936JST6JCN)
OCTISALATE (UNIL: 4X49 Y0596 W)
DIMETHICONE (UNIL: 92RU3N3Y10)
ACETYL HEXAPEPTIDE-8 (UNIl: L4EL31FWIL)
ALPHA-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
POLYOXYL 20 CETOSTEARYL ETHER (UNI: YRC528 SWUY)
CARBOMER HOMO PO L YMER, UNSPECIFIED TYPE (UNIL: 0 ASMM30 7FC)

Basis of Strength
OCTINOXATE
TITANIUM DIO XIDE

NDC:70809-1901

Strength
7 mg in 100 mL
2 mg in 100 mL

Strength



Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:70809-1901-1 90 mL in 1 TUBE; Type 0: Not a Combination Product 07/08/2019

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 07/08/2019

Labeler - usrx LLC (115270633)

Registrant - USRX LLC (115270633)

Revised: 9/2019 USRXLLC
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