UNBLEMISH SHINE FREE- titanium dioxide, zinc oxide lotion
Rodan & Fields

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.

Drug Facts

Active Ingredients
Titanium Dioxide 3%
Zinc Oxide 14%

Purpose
Sunscreen

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 notuse
® Ondamaged or broken skin.

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

Stop use and ask a doctor
e If rash occurs.

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right
away.

Directions
Apply liberally 15 minutes before sun exposure.
Reapply every 2 hours.
Use a water-resistant sunscreen if swimming or sweating.
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 150r
higher and other sun protection measures including:
e Limit time in the sun, especially from 10 a.m.-2 p.m.
e Wear long-sleeve shirts, pants, hats and sunglasses.
e Childrenunder 6 months: Ask a doctor.



Other Information

Protect this product from excessive heat and direct sun.

Inactive Ingredients

Water,Cyclopentasiloxane,Dimethicone, Butyloctyl Salicylate, PEG-10 Dimethicone, Pentylene Glycol,
Cetearyl Alcohol, Styrene/Acrylates Copolymer, Butylene Glycol, Hexyl Laurate, Polysilicone-11,
Tocopheryl Acetate, Boerhavia Diffusa Root Extract, Sodium PCA, Tetrahexyldecyl Ascorbate, PEG-
60 Almond Glycerides, Nordihydroguaiaretic Acid, Cholesterol, Glycerin, Sorbitan Stearate,
Oleanolic Acid, Polyglyceryl-4 lsostearate, Sorbitan Isostearate, Squalane, Stearic Acid, Fragrance,
Alumina, Carbomer, Ceteth-10 Phosphate, Dicetyl Phosphate, Dimethicone/Vinyl Dimethicone
Crosspolymer, Dimethiconol, Hydroxyethyl Acrylate/Sodium Acryloyldimethyl Taurate Copolymer,
Hydroxypropyl Methylcellulose Stearoxy Ether, Ammonium Polyacryloyldimethyl Taurate,
Polysorbate 10, Polysorbate 60, Polysorbate 80, Isohexadecane, Xanthan Gum, Disodium EDTA,
Sodium Hydroxide, Sodium Metabisulfite, Caprylyl Glycol, 1,2-Hexanediol, Chlorphenesin,
Phenoxyethanol, Limonene, Linalool, Citronellol, Geraniol.

Questions
1-888-995-5656
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Drug Facts

Drug Facts (continued)

Active Ingredients  Purpose
Titanium Dioxide 3% Sunscreen
Zinc Ovide 14% ....cccvvnrecrinnns Sunscreen

» Wear long-sleeve shirts, pants, hats
and sunglasses.
» Children under 6 months: Ask a doctor.

Uses

* Helps prevent sunburn.

« 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.

Other Information

Protect this product from excessive heat
and direct sun.

Warnings
For external use Ol'lljf

Do not use
= On damaged or broken skin.

When using this product
= Keep out of eyes. Rinse with water
fo remove.

Stop use and ask a doctor
* If rash occurs.

Keep out of reach of children. If
swallowed, get medical help or contact
a Poison Control Center right away.

Directions

= Apply liberally 15 minutes before
Sun exposure.

= Reapply every 2 hours.

* Use a water-resistant sunscreen
if swimming or sweating.

«» 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.~Z p.m. »

Inactive Ingredients

Water, Cyclopentasiloxane, Dimethicane,
Butyloctyl Salicylate, PEG-10
Dimethicone, Pentylene Glycol, Cetearyl
Alcohol, Styrene/Acrylates Copolymer,
Butylene Glycol, Hexyl Laurate, Polysili-
cone-11, Tocopheryl Acetate, Boerhavia
Diffusa Root Extract, Sodium PCA, Tetra-
hexyldecyl Ascorbate, PEG-60 Almond
Glycerides, Nordihydroguaiaretic Acid,
Cholesteral, Glycerin, Sorbitan Stearate,
Dleanolic Acid, Polyglyceryl-4 Isostearate,
Sorbitan Isostearate, Squalane, Stearic
Acid, Fragrance, Alumina, Carbomer,
Ceteth-10 Phosphate, Dicetyl Phosphate,
Dimethicone/Ninyl Dimethicone Cross-
polymer, Dimethiconol, Hydroxyethyl
Acrylate/Sodium Acryloyldimethyl Taurate
Copolymer, Hydraxypropyl Methylcellulose
Stearoxy Ether, Ammonium Polyacryloyl-
dimethyl Taurate, Polysorbate 20, Poly-
sorbate 60, Polysorbate 80, Isohexade-
cane, Xanthan Gum, Disodium EDTA,
Sodium Hydroxide, Sodium Metabisulfite,
Caprylyl Glycol, 1,2-Hexanediol, Chlor-
phenesin, Phenoxyethanol, Limonene,
Linalool, Citronellol, Geraniol,

Questions 1-885-995-5656
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Step 4 in the UNBLEMISH
Regimen for Adult Acne
and Visible Signs of Aging

This mattifying, oil-free
sunscreen is designed
specifically for acne-prone
skin. Shine-free formula
reduces the appearance
of oily skin as it defends
against UVA and UVB
rays that intensify the
appearance of acne marks
and uneven skin tone.
Vitamin C brightens skin
for a smoother, healthier-
looking complexion.

For best results, use as
part of the complete
UNBLEMISH Regimen.

Developed by Stanford-
trained Dermatologists
Dr. Katie Rodan and
Dr. Kathy Fields.

rodanandfields.com
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Principal Display Panel - 30 mL Tube Label
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ACTIVE INGREDIENTS: Titanium Dioxide 3%, |
Zinc Oxide 14% — Suniscreens |
|
|

USES: Helps prevent suhburn.

DIRECTIONS: Apply a ge'.nerous amount evenly

over the entire face evef'y morning, 15 minutes |
before sun exposure, as the final step in the |
Regimen. Reapply every 2 hours when exposed |
to the sun. Avoid the eyé area. |

WARNINGS: For external use only. Do not use |
on damaged or broken skin. Stop use and see |
your doctor if a rash occurs. When using this |
product, keep out of eyes. Rinse with water to |
remove. Keep out of reach of children. If product,
|s swallowed, get mediaal help or contact a
Pmson Cuntrul Center right away.
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titanium dioxide, zinc oxide lotion

Product Information



Product Type HUMAN OTC DRUG Item Code (Source) NDC:14222-2130

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL:15FIX9 V2JP)
ZINC OXIDE (UNIE SORLOH54Z) (ZINC OXIDE - UNIESOR2LOH54Z)

Inactive Ingredients

Ingredient Name
WATER (UNIL: 059 QFOKOOR)
CYCLOMETHICONE 5 (UNIL: 0 THTSPCIOR)
DIMETHICO NE (UNIL: 92RU3N3Y10)
BUTYLOCTYL SALICYLATE (UNI: 2EHI3UN8 D3)
PEG-10 DIMETHICONE (600 CST) (UNI: 8PR7V1SVMO)
PENTYLENE GLYCOL (UNIE: 50 C1307PZG)
CETOSTEARYL ALCOHOL (UNIL: 2DMT128 M1S)
BUTYLENE GLYCOL (UNIE: 3XUS85KO0RA)
HEXYL LAURATE (UNIL 4CG9FIW01Q)
.ALPHA.-TO COPHEROL ACETATE, DL- (UNI: WRIWPI7EW8)
1,2-HEXANEDIOL (UNI: TR046 Y3K1G)
ALUMINUM O XIDE (UNI: LM2606933)
BOERHAVIA DIFFUSA ROOT (UNII: KROSRO9KYL)
CAPRYLYL GLYCOL (UNIL 00 YIU5438 U)
CARBO XYPOLYMETHYLENE (UNII: 0 ASMM30 7FC)
CETETH-10 PHO SPHATE (UNIL: 4E0505N49G)
CHLORPHENESIN (UNIL: 16 70 DAL4SZ)
CHOLESTEROL (UNI: 97C5T2UQ7J)
DIHEXADECYL PHO SPHATE (UNI: 2V6ESWN99N)

Basis of Strength Strength
TITANIUM DIO XIDE 0.03g in1mL
ZINC OXIDE 0.14 g in 1mL

Strength

DIMETHICO NE/VINYL DIMETHICONE CROSSPOLYMER (SOFT PARTICLE) (UNI: 9E4CO0W6C5)

DIMETHICONOL (600000 CST) (UNI: RKI3S9 14RT)
EDETATE DISODIUM ANHYDRO US (UNII: 8NLQ36 F6 MM)
GLYCERIN (UNII: PDC6A3C00X)

GLYCERYL MONOSTEARATE (UNII: 2300U9 XXE4)
ISOHEXADECANE (UNIL: 918 X10UF1E)

OLEANOLIC ACID (UNI: 6 SMK8R7TGJ)

PEG-100 STEARATE (UNI: YDO IN1999R)

PEG-60 ALMOND GLYCERIDES (UNII: 4YOE651NOF)
PHENO XYETHANOL (UNIL: HIE492Z7Z3T)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX33S7)
POLYSORBATE 20 (UNIL: 7T1F30 V5YH)

POLYSORBATE 60 (UNIl: CAL22UVH4M)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)

SODIUM HYDRO XIDE (UNII: 55X04QC32I)

SODIUM METABISULFITE (UNI: 4VONSFNS3C)

SODIUM PYRROLIDONE CARBO XYLATE (UNII: 4690TG57A2)
SORBITAN ISOSTEARATE (UNIL: 01S2G2C1E4)



SQUALANE (UNI: GW89575KF9)

STEARIC ACID (UNT: 4ELV7Z65AP)
TETRAHEXYLDECYL ASCORBATE (UNI: 9LBV3F07AZ)
XANTHAN GUM (UNIE: TTV12P4NEE)

LIMO NENE, (+)- (UNI: GFD7C86Q1W)

LINALOOL, (+/-)- (UNI: D8 1QY6I88E)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT964K)
GERANIOL (UNIE: L837108USY)

Packaging

# Item Code Package Description Marketing Start Date
1 NDC:14222-2130-1 1in 1 CARTON 02/13/2019

1 30 mL in 1 TUBE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph not final part352 02/13/2019

Labeler - rodan & Fields (051659584)

Revised: 2/2019

Marketing End Date

Marketing End Date

Rodan & Fields
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