SHISEIDO THE MAKEUP FOUNDATION CONTROL COLOR- titanium dioxide stick
SHISEIDO CO., LTD.

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.

SHISEIDO THE MAKEUP STICK FOUNDATION Control Color
Drug Facts

Active ingredient

TITANIUM DIOXIDE 2.50

Purpose

Sunscreen

Use
¢ helps prevent sunburn

Warnings

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 product is swallowed, get medical help or contact a Poison Control
Center right away.

Directions

For sunscreen use:
apply liberally 15 minutes before sun exposure
use a water resistant sunscreen if swimming or sweating
reapply at least every 2 hours
Sun Protection Measures. Spending time in the sun increases your risk of skin cancer and early
skinaging. To decrease this risk, regularly use a sunscreen with a broad spectrum SPF of 15 or
higher and other sun protection measures including:
® |imit time in the sun, especially from 10 a.m. — 2 p.m.
e wear long-sleeve shirts, pants, hats, and sunglasses
® children under 6 months: Ask a doctor

Inactive Ingredients

CYCLOMETHICONE « TRIETHYLHEXANOIN « MICA « TITANIUM DIOXIDE « KAOLIN -
DIMETHICONE « CERESIN » SORBITAN SESQUIISOSTEARATE « IRON OXIDES -
COPERNICIA CERIFERA (CARNAUBA) WAX « EUPHORBIA CERIFERA (CANDELILLA) WAX
« ALUMINUM HYDROXIDE « ALUMINUM DISTEARATE « FRAGRANCE -
PHYTOSTERYL/OCTYLDODECYL LAUROYL GLUTAMATE « TOCOPHEROL « TOCOPHERYL



ACETATE « POLYMETHYL METHACRYLATE « SODIUM CARBONATE « ULTRAMARINES -
ZINC OXIDE

Other information
e protect this product in this container from excessive heat and direct sun.

Questions or comments?
Call toll free 1-800-906-7503

Manufactured by
SHISEIDO CO., LTD.
7-5-5 GINZA TOKYO

PRINCIPAL DISPLAY PANEL - 10 g Container Carton
SHISEIDO
The Makeup

Stick Foundation
Control Color
BROAD SPECTRUM
SPF 15

sunscreen

10g NET WT. .35 OZ.
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Drug Facts
(continued)

VWarnings

Keep out of reach of
children. If product is
swillowed, get medical
help or contact a Paison
Control Center right away

Dvirections

For sunscreen use:

Wapphy Bberally 15 mindtes
before sun exposure

W use a water resistant
sunscrech if swimming
or sweating

Wreapply at least every 2
hours

W 5un Protection

Measures. Spending

time in the sun increases

wvour risk of skin cancer
and early skin aging. To
decrease Lhis risk,
regularly use a sunscreen
with & broad spectrum
5P of 13 or higher and
other sun protection
measures including:

- bmit time in the sun,
especially from 10 a.m.
=2pm

~wiear bong-sleeve shirts,
pants, hats, and
sunglasses

W children under & maonths:

Ask a doctor

JHISEIDO

The Makeup

Stick Foundation
Control Color

BROAD SPECTRUM
SPF 15
sunscreen

10g NET WT. .350L

Inactive ingredients
CYCLOMETHICONE -
TREETHYLHEXANOIN - KADUN -
DIMETHICONE - CERESIN -
SORBITAN SESCUNSOSTEARATE -
EUFHORBIA CERIFERA ICANDELILLA]
WWAX -
PHYTOSTERYL/OCTYLDOOECYL
AUROYL GLUTAMATE -
TOCOPHERYL ACETATE -
POLYMETHYL METHACRYLATE -
COPERRICIA CERIFERA [CARNALBA)
WAK -
ALUMINUR HYDROXIDE -
ALUMINUR DISTEARATE -
TOCOPHERCL -

THICE - TITAMIUM DIDKIDE -
IR0 ORIDES - ULTRAMARINES -
ZINC 00E -

Other Information
Wprotect this product in this
container from excessive

heat and direct sun.

Questions or Comme
Call 1ol free 1800906

RECOMMENDED

DAILY USE

Drug Facts
(continued)

SHISEIDO
THE MAKELIP

STICK PFOUNDATION
CONTROL COLOR

BROAD SPECTRUM
SPF 15

Flawless Skim And Beyond Throozh Advanced
Lumsnmies Technology.

A color camouilape stick that unifies and
pertects the complexion by counterbalanes
i reecdness ancd adeding brghtoes o skin

SODIUM CARBONATE - FRAGRANCE -

mensturizer anc erergeer
O HON-CLOCC NG TO PORES
O DERMATOLODCIST-TESTED.

Drug Facts

trient Factor, an abvanoe

Active ingredient
Purpose

FITANIUM DIOXIDE 2.5%
Sunscreen

Use
W helps prevent sunburn

Warnings
For external use only

Do not use on damaged
or broken skin

When using this
product keep out of
cyes. Rinse with water 1o
remaove.

Stop use and ask a
doctor if rash occurs P
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SHISEIDO THE MAKEUP FOUNDATION CONTROL COLOR

titanium dioxide stick

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:52685-432

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL:15FIX9 V2JP) TITANIUMDIOXIDE 250 mg in 10 g
Inactive Ingredients
Ingredient Name Strength

CYCLOMETHICO NE (UNII: NMQ347994Z7)
TRIETHYLHEXANO IN (UNII: 7K3W1BIU6K)
MICA (UNI: VBA1AW0880)

KAOLIN (UNII: 24H4NWX5CO)

DIMETHICONE (UNIL: 92RU3N3Y10)

CERESIN (UNIL: Q1LS2UJO3A)

FERRIC O XIDE RED (UNII: 1IKO9F3G675)
FERRIC O XIDE YELLOW (UNII: EX438 O2MRT)
FERRO SOFERRIC O XIDE (UNII: XM0MB8 7F357)
CARNAUBA WAX (UNI: R12CBMOEIZ)
CANDELILLA WAX (UNII: WL0328HX19)
ALUMINUM HYDRO XIDE (UNII: 5QB0T2IUNO)
ALUMINUM DISTEARATE (UNII: 7P1HP1B9 UI)
.ALPHA.-TOCOPHEROL (UNII: H4N855PNZ1)
.ALPHA.-TOCOPHEROL ACETATE, DL- (UNI: WRIWPI7EW8)
SODIUM CARBONATE (UNII: 45P3261C7T)
ZINC OXIDE (UNII: SOI2LOH54Z7)

TITANIUM DIO XIDE (UNIIL 15FIX9V2JP)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:52685-432-21 1in 1 CARTON

1 10 g in 1 CONTAINER

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHNOT FINAL part352 01/01/2001



SHISEIDO CO., LTD. 695589382 MANUFACTURE(52685-432) , ANALYSIS(52685-432)

Revised: 4/2012 SHISEIDO CO., LTD.
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