BRUSH ON BLOCK MINERAL SUNSCREEN BROAD SPECTRUM SPF 30- titanium
dioxide 15%, zinc oxide 12% powder
SPF Ventures, 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.

Brush on Block

Drug Facts

Active Ingredients
Titanium Dioxide 15%
Zinc Oxide 12%
[JPurpose
Sunscreen

[lUses

e helps prevent sunburn

e if used as directed with other sun protection measures (see [|Directions),
decreases the risk of skin cancer and early aging caused by the sun

OWarnings

For external use only

Do not use on damaged or broken skin

When using 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 productis swallowed, get medical help or contact
a Poison Control Center right away

[IDirections

e apply liberally 15 minutes before sun exposure

e reapply: after 80 minutes of swimming or sweating, immediately after towel drying, at
least every 2 hours

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 of 15 or higher and other sun protection measures including:
limit time in the sun, especially from 10 a.m. - 2 p.m., wear long-sleeve shirts, pants,
hats, and sunglasses

e children under 6 months: Ask a doctor

OInactive Ingredients

alumina, boron nitride, chamomile flower extract, green tea extract, honeysuckle



(lonicera caprifolium and lonicera japonica) flower extract, iron oxides, jojoba oil, mica,
rice lipids, rice starch, safflower oll, silica, stearic acid, triethoxycaprylylsilane

[JOther Information

e protect the product in this container from excessive heat and direct sun

[JQuestions or Comments?
Call toll free 1-800-916-7690
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Mineral Sunscreen
UVA/UVB Protection
Water Resistant 80 Min.
Broad Spectrum SPF 30
30 SPF
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BRUSH ON BLOCK MINERAL SUNSCREEN BROAD SPECTRUM SPF
30

titanium dioxide 15%, zinc oxide 12% powder

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:58274-007

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
TITANIUM DIOXIDE (UNII: 15FIX9V2JP) (TITANIUM DIOXIDE - UNII:15FIX9V2JP)  TITANIUM DIOXIDE 15 g in 100 g
ZINC OXIDE (UNIl: SOI2LOH54Z) (ZINC CATION - UNII:1351S8SF37) ZINC CATION 129 in100g

Inactive Ingredients
Ingredient Name Strength
ALUMINUM OXIDE (UNII: LMI2606933)
BORON NITRIDE (UNIl: 2U4T60A6YD)
CHAMAEMELUM NOBILE FLOWER (UNIl: 02T154T60G)




GREEN TEA LEAF (UNIl: W2ZU1RY8BO)

LONICERA JAPONICA FLOWER (UNII: 4465L2WS4Y)
LONICERA CAPRIFOLIUM FLOWER (UNIIl: 5N1WD9784U)
FERRIC OXIDE RED (UNIl: 1KO9F3G675)

JOJOBA OIL (UNII: 724GKU717M)

MICA (UNII: VBA1AWO880)

STARCH, RICE (UNII: 4DGK8B713S)

SAFFLOWER OIL (UNIl: 65UEH262IS)

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

STEARIC ACID (UNII: 4ELV7Z65AP)
TRIETHOXYCAPRYLYLSILANE (UNII: LDC331PO08E)
RICE BRAN (UNII: R60QEP13IC)

Product Characteristics

Color white Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# [Item Code Package Description Marketing Start Marketing End
Date Date
1 (DC:58274-007" 4 in 1 BoX 10/15/2015
1 3.4 gin 1 TUBE; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
ngeﬁ monograph not 4355 10/15/2015
Labeler - spr ventures, LLC (055483891)
Establishment

Name Address ID/FEI Business Operations

Bentley Laboratories, LLC 068351753 manufacture(58274-007)
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