SPF 15 DEEP- titanium dioxide powder
Melaleuca, Inc.

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.

Label of Mineral Foundation Deep
Directions

Apply evenly before sun exposure as needed. Gently swirl your Sei Bella Brush across the top and tap
to remove excess.

Make sure powder is evenly distributed on brush before applying to face. Blend foundation to the
desired level of coverage.

Other Information
¢ dermatologist and allergy tested

Other Information
¢ do not store at temperatures below 32°F (0° or above 120°F (49°C)

Ingredients

Mica (CI 77019), Bismuth Oxichloride (CI 77163), Nylon-12, C12-15 Alkyl Benzoate, Phenoxyethanol,
Kaolin, Silica Dimethyl Silylate, Ascorbyl Palmitate, Chlorphensin, Potassium Sorbate, Retinyl
Palmitate, Lecithin, Hyaluronic Acid (and) Echinacin, Glycerin (and) Water (and) Urea (and) Trehalose
(and) Polyquaternium-51 (and) Triacetin (and) Sodium Hyaluronate, Zinc PCA, Lauryl PCA, Dimethicone
(and) Water (and) Silica Dimethyl Silylate (and) Ateloollagen (and) Lysine HCI (and) Glycine (and)
Sodium Chondrotin Sulfate (and) Ornithine HCI, Zinc Oxide, Titanium Dioxide (CI 77891), Iron Oxides
(C177491, 2,9)
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Drug Facis

Titanium Dipxide 7%........... Sunscreen

Use provides moderate protection
against sunbum

Warnings
For external uss only

Drugg Facts (continued)

Warnings

When using 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 Genter right away.

Drug Facts (continued)

Diractions

Apply evenly before sun exposure and
as needed. Genttly swirl your Sef Beila
Brush across the top and tap to
TBIMOVA EXCaSS.

Make surs powder Is avenly

distribirted on brush before applying

to face. Blend foundation to the
dasired lavel of coverags. v

Drug Facs (continued)

Othar information

= dermatologlst and allergy tested
= do not store at temperatures
below 32°F (3°C) or above
120°F (48°C)
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1, File name and Revision Date:

3. Color: Process, PMS (up to 8):
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Drug Facts (continued)

Inactive ingredisnts

Mica (CI 77019), Bismuth Oxychloride
(CI 77163), Nvlon-12, G:12-15 Alkyl
Benzoate, Phanoxyethanol, Kaclin,
Sllica Dimethy! Siiate, Ascorbyl
Palmitate, Chlorphgnesin, Potassium
Sorbate, Tocophery! Acetate, Retinyl
Palmitate, Lecithin, Hyaluronic Acid

Drug Facts (continued)

{and) Echinacin, Glycerin (and) Water
(and) Sodium PGA {and) Urea (and)
Trehalos (and) Polyquatemium-51
(and) Triacetin (and) Sodlum
Hyaluronate, Zinc PCA, Laury! PGA,
Dimethicone {and) Water (and) Silica
Dimsthyl Silylate (and) Atelocollagsn
(and) Lyslne HCI (and) Glycine (and)

Drug Facts {continued)

Sodlum Chondroltin Sulfate (and)
Omithine HCI, Zinc Cxide, Titanium
Dioxide (CI 77891}, Iron Oxides
[C177491,2,8)
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Purpose

Titanium Dioxide 7%........... Sunscreen
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SPF 15 DEEP

titanium dioxide powder

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL:15FIX9 V2JP)

Inactive Ingredients

Ingredient Name
MICA (UNI: V8 ATAW0880)
BISMUTH O XYCHL O RIDE (UNIL: 4ZR792I587)
PHENO XYETHANOL (UNIL: HIE492Z73T)
KAOLIN (UNII: 24HANWX5CO)
ASCORBYL PALMITATE (UNI: QN83US2B0ON)
CHLORPHENESIN (UNIL: 16 70 DAL4SZ)
POTASSIUM SORBATE (UNIL: 1VPU26JZZ4)
VITAMIN A PALMITATE (UNIE: 1D1IKONOVVC)
LECITHIN, SO YBEAN (UNI: 1DI56 QDM62)
HYALURO NIC ACID (UNIE: $270NOTRQY)
GLYCERIN (UNIL: PDC6 A3C00X)
WATER (UNIL 059 QFOKOOR)
UREA (UNIL 8 W8T17847W)
TREHALOSE (UNI: BEWCK70T7I)
TRIACETIN (UNIL: XHX3C3X673)
DIMETHICO NE (UNIE: 92RU3N3Y10)
LYSINE HYDRO CHL O RIDE (UNIE: JNJ23Q2COM)
GLYCINE (UNIL: TE7660 X0 1C)
CHONDROITIN SULFATE (PORCINE) (UNI: VSE8ELO4W9)
ZINC O XIDE (UNI: SORLOH54Z)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)
ALPHA-TO COPHEROL ACETATE (UNIL: 9E8 X80D2L0)
C12-15 ALKYL BENZOATE (UNIL: A9EJ3J6 1HQ)
SODIUM PYRROLIDONE CARBO XYLATE (UNIL: 4690TG57A2)
HYALURONATE SODIUM (UNIL: YSE9 PPT4TH)
ORNITHINE HYDRO CHL O RIDE (UNTI: HBK8 4K6 6 XH)
FERRIC O XIDE YELLOW (UNII: EX438 02MRT)
FERRIC O XIDE RED (UNII: 1KO9F3G675)
FERRO SO FERRIC O XIDE (UNIL: XM0M87F357)
ZINC PIDOLATE (UNII: C32PQ86 DH4)
SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)

Basis of Strength
TITANIUM DIO XIDE

NDC:54473-179

Strength
0.7g in10 g

Strength



Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:54473-179-01 10 g in 1 CONTAINER

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
OTC monograph final part352 09/15/2010

Labeler - Melaleuca, Inc. (139760102)

Revised: 12/2010 Melaleuca, Inc.
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