SHEER FLUID SUN SHIELD BROAD SPECTRUM SPF 30- octinoxate and zinc
oxide liquid
Lancer Skincare 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.

Sheer Fluid Sun Shield
Broad Spectrum SPF 30

Drug Facts

Active Ingredients Purpose
Octinoxate 7.5% Sunscreen
Zinc Oxide 17.1% Sunscreen
Uses

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

Warnings

For external use only

Do not use
e on damaged or broken Skin.

When using this product
e keep out of eyes. Rinse with water to remove.

Stop use and ask a doctor if
e rash occurs.

Keep out of reach of children. If Product is swallowed, get medical help Or contact a
poison control center right Away.

Directions

e Apply liberally 15 minutes before sun exposure

e Reapply at least every 2 hours

e Use a water resistant sunscreen if swimming or sweating

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



e Limit time in the sun, especially from 10 a.m.-2 p.m.
e Wear long-sleeved shirts, pants, hats and sunglasses

e Children under 6 months of age: Ask a doctor

Other Information
e Protect this product from excessive heat or direct sun.

Inactive Ingredients

Cyclopentasiloxane, Water (Aqua), Alcohol Denat., Glycerin, Methyl Methacrylate
Crosspolymer, Polyglyceryl-3 Polydimethylsiloxyethyl Dimethicone, PEG/PPG-18/18
Dimethicone, Vitis Vinifera (Grape) Fruit Cell Extract, Zingiber Officinale (Ginger) Root
Extract, Tropaeolum Majus Extract, Helianthus Annuus (Sunflower) Sprout Extract,
Bisabolol, Tocopherol, Lecithin, PEG-9 Polydimethylsiloxyethyl Dimethicone,
Triethoxysilylethyl Polydimethylsiloxyethyl Hexyl Dimethicone, Benzylidene
Dimethoxydimethylindanone, Isomalt, Hexylene Glycol, Caprylyl Glycol,
Ethylhexylglycerin, Phenoxyethanol
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SHEER FLUID SUN SHIELD BROAD SPECTRUM SPF 30

octinoxate and zinc oxide liquid

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

NDC:72704-108




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Octinoxate (UNIl: 4Y5P7MUD51) (Octinoxate - UNII:4Y5P7MUD51) Octinoxate 7.5 g in 100 mL
Zinc Oxide (UNIl: SOI2LOH54Z) (Zinc Oxide - UNII:SOI2LOH54Z) Zinc Oxide 17.1 g in 100 mL

Inactive Ingredients

Ingredient Name Strength
Cyclomethicone 5 (UNIl: OTHT5PCIOR)
Water (UNIl: 059QFOKOOR)
Alcohol (UNII: 3K9958V90M)
Glycerin (UNIl: PDC6A3C00X)
METHYL METHACRYLATE/GLYCOL DIMETHACRYLATE CROSSPOLYMER (UNIl: EG97988M5Q)
POLYGLYCERYL-3 POLYDIMETHYLSILOXYETHYL DIMETHICONE (4000 MPA.S) (UNIl: RLA2U05Z4Q)
PEG/PPG-18/18 Dimethicone (UNIl: 9HOAO7T794)
Grape (UNIl: 6X543N684K)
Ginger (UNIl: C5529G5)PQ)
Tropaeolum Majus Whole (UNIl: 9G6Z20S4L87)
Helianthus Annuus Sprout (UNIl: 4P26HG1S5W)
Levomenol (UNIl: 24WE03BX2T)
Tocopherol (UNIl: ROZB2556P8)
PEG-9 Polydimethylsiloxyethyl Dimethicone (UNIl: TYP81E471F)
Triethoxysilylethyl Polydimethylsiloxyethyl Hexyl Dimethicone (UNIl: X75PL53TZ))
Benzylidene Dimethoxydimethylindanone (UNII: 75HIF3C97L)
Isomalt (UNII: S870P5502W)
Hexylene Glycol (UNIl: KEHOA3F75]))
Caprylyl Glycol (UNII: 00YIU5438U)
Ethylhexylglycerin (UNIl: 147D247K3P)
Phenoxyethanol (UNII: HIE492ZZ 3T)
Lecithin, soybean (UNIl: 1DI56QDM62)

Packaging

# Item Code Package Description Markﬂ::;g il MarkeDi::é;j End
1 (DC:72704-108- 4 i 1 carTON 11/01/2016

1 60 mL in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information

Application Number or Monograph Marketing Start Marketing End

Marketing Category Citation Date Date

OTC MONOGRAPH NOT

FINAL part352 11/01/2016



Labeler - Lancer skincare LLC. (079089155)

Establishment

Name Address
Vege-Labs

Revised: 1/2023

ID/FEI
117878620

Business Operations

MANUFACTURE(72704-108)

Lancer Skincare LLC.
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