UNCOMPLIKATED MAKEUP SETTING SPF 50- avobenzone, homosalate, octis alate,
octocrylene, oxybenzone aerosol, spray
KATE SOMERVILLE 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.

ACTIVE INGREDIENTS
AVOBENZONE 3.00%
HOMOSALATE 10.00%
OCTISALATE 5.00%
OCTOCRYLENE 10.00%
OXYBENZONE 5.00%

PURPOSE
SUNSCREEN

USES
e HELPS PREVENT SUNBURN.
e [F 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

WHEN USING THIS PRODUCT, KEEP OUT OF EYES.
RINSE WITH WARM 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.

SHAKE WELL PRIOR TO USE.

AVOID SPRAYING ON OR AROUND EYE AREA. CLOSE MOUTH.

HOLD CAN 8-10" FROM FACE AND SPRAY IN A CLOCKWISE DIRECTION.
DO NOT APPLY IN WINDY CONDITIONS.

USE IN A WELL-VENTILATED AREA.

APPLY LIBERALLY 15 MINUTES BEFORE SUN EXPOSURE.

USE A WATER RESISTANT SUNSCREEN IF SWIMMING OR SWEATING.
REAPPLY 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 VALUE 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-SLEEVED SHIRTS, PANTS, HATS, AND SUNGLASSES.

e CHILDREN UNDER 6 MONTHS: ASK A DOCTOR.

OTHER INFORMATION

e PROTECT THIS PRODUCT FROM EXCESSIVE HEAT AND DIRECT SUN.
e YOU MAY REPORT A SERIOUS ADVERSE REACTION FROM USING THIS PRODUCT TO
1-800-984-KATE ON WEEKDAYS 9 A.M.-5 P.M. PST.

INACTIVE INGREDIENTS

ALCOHOL DENAT., ISOBUTANE, PROPANE, ISODODECANE, ETHYLHEXYL
METHOXYCRYLENE, PVP, METHYL DIHYDROABIETATE, HYDROLYZED HYALURONIC
ACID, RHODIOLA ROSEA ROOT EXTRACT, KATER/AQUA/EAU, LAVANDULA
ANGUSTIFOLIA (LAVENDER) OIL, SILICA SILYLATE, PENTYLENE GLYCOL
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Active ingredients Purpose
Aycbenzone  3.00%
Homosalata  10.00%
ctisalate )
Qctocrylene  10,00%
O)qbnnmna 5.00%

Drug Facts Cont'd

Hel revent sunburn

a3 directed with ather sun protection
mnlauml (sea Directions), decreases the risk of
skdn cancer and early skin aging caused by the sun

Warn

For extz#\al use only.

‘When using this product keep out of eyes,
Rinse with water to remove,

Stop use and ask 2 doctor if rash ocours.

Kﬁ; out of reach of children. If swallowed, get
kesl halp or contact a Poison Control Center

Directions
* Apply libarally |5 minutes befone sun exposura
+ Use a water resistant sunsareen f swimming or

sweating
* Razpply at laast every 2 hours
s Sun Protaction Measures.
mendlng time in the sun In:reues your risk of
n cancer and earfy skin agi
To decrease this risk, rvegu ule A funscreen
with 2 Broad Spectrum SPF value of |5 or higher
and gther sun protection measures in:ludlng-
o Limit time in the sun, especially from
10am—2pm
© Wear long-slesvad shirts, pants, hats,
and sunglasses.
» Children under 6 months of age:ask a doctor.

Dlrect.l'ons

* Shake well prior to use

+ Aooid spraying on or around eye area.
Close mouth.

+ Hold can 8- 10" from face and spray
in a dlodkwise motion

Inactive Ingredients
Alcohal Danat, Isobutane, Propans, lsadodac-
ane, Ethylhexyl Medl rylene, VP, Methyl

Dihydroabietate, Hyd Hyaluronic Acid,
Khndlull Rasea Root Enmct.VVIm'I u:;’Ellu
Oll, Sillca

Sllyim Phntyrene Glynn1

+ Do not applﬁ In windy conditions
+ Usa in & wall-ventilated area.
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Other Information

+ Pratect the product In thiz contalner from
excessive heat and direct sun.

*You may repert a serious advarse reaction
from using this produce o 1-800-984-KATE|
on weekdays 9a.m.-5p.m. PST

Warnings: Avold spraying in eyes. Contents
under pressure. Do not puncture or inclnerata.
Do not store at temparature ahova 1207 Keap
out of reach of children. Use only as direceed.

misusa by concentrating
ar inhaling tha contents can ba harmtul or fxtal.
e

UNCOMPLIKATED MAKEUP SETTING SPF 50

avobenzone, homosalate, octisalate, octocrylene, oxybenzone aerosol, spray

Product Information
Product Type

Route of Administration TOPICAL

Active Ingredient/Active Moiety

HUMAN OTC DRUG

Ingredient Name
AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX)

Item Code (Source)

NDC:43479-208

Basis of Strength Strength
AVOBENZONE

3g in100g




HOMOSALATE (UNIL: VO6SV4M95S) (HOMOSALATE - UNI:V0O6SV4M95S) HOMOSALATE 10 g in 100 g

OCTISALATE (UNI: 4X49Y0596 W) (OCTISALATE - UNI:4X49 Y0596 W) OCTISALATE 5g in100 g
OCTOCRYLENE (UNII: 5A6 8 WGF6 WM) (OCTOCRYLENE - UNI:5A6 8 WGF6 WM) OCTOCRYLENE 10 g in 100 g
OXYBENZONE (UNI: 9500S7VEQY) (OXYBENZONE - UNI:9500S7VEQY) OXYBENZONE 5g in100 g

Inactive Ingredients
Ingredient Name Strength
ALCOHOL (UNI: 3K9958 V90 M)
ISOBUTANE (UNI: BXR49TP611)
PRO PANE (UNIE: T75W9911L6)
ISODODECANE (UNIE: A8289P68Y2)
ETHYLHEXYL METHO XYCRYLENE (UNI: S3KFG6Q5X8)
PO VIDO NE, UNSPECIFIED (UNI: FZ989 GHI4E)
METHYL DIHYDRO ABIETATE (UNIE: 7666 FJ0J9F)
HYALURONIC ACID (UNIE: S270NOTRQY)
RHODIOLA ROSEA ROOT (UNI: 3S5ITS5ULN)
WATER (UNI: 059 QFOKOOR)
LAVENDER OIL (UNI: ZBP1YXWO0H8)
SILICA, TRIMETHYLSILYL CAPPED (UNI: VU10KU4B9S)
PENTYLENE GLYCOL (UNIE: 50 C130 7PZG)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43479-208-41 96 gin 1 CAN; Type 0: Nota Combination Product 11/18/2018

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 11/18/2018

Labeler - KATE SOMERVILLE SKINCARE LLC (615155533)

Establishment
Name Address ID/FEI Business Operations
KIK Piedmont LL.C 884802658 manufacture(43479-208)

Revised: 2/2019 KATE SOMERVILLE SKINCARE LLC
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