LESSENTIEL NATURAL GLOW FOUNDATION 16H WEAR WITH SUNSCREEN BROAD
SPECTRUM SPF 20 045W AMBRE DORE/AMBER WARM- titanium dioxide emulsion
Guerlain

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.

L’ESSENTIEL NATURAL GLOW FOUNDATION 16H WEAR WITH SUNSCREEN BROAD
SPECTRUM SPF 20 045W AMBRE DORE/AMBER WARM

Drug Facts

Active ingredients

Titanium dioxide 1.76%

Purpose

sunscreen

Uses
e Helps prevent sunburn

Warnings
¢ For external use only.

Do notuse
¢ ondamaged 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 swallowed, get medical help or contact a Poison Control Center right away.

Directions

For sunscreen use:

Apply liberally 15 minutes before sun exposure.

Reapply at least every two hours.

Use a water resistant sunscreen if swimming or sweating.

protection measures. Spending time in the sunincreases 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:

e Limit time inthe sun, especially from 10 a.m.-2 p.m.

e Wear long-sleeved shirts, pants, hats, and sunglasses.

e Childrenunder 6 months: Ask a doctor.



Inactive ingredients

AQUA (WATER) @ C9-12 ALKANE @ GLYCERIN « PROPANEDIOL e POLYGLYCERYL-6
POLYRICINOLEATE e SILICA e C15-19 ALKANE e VP /EICOSENE COPOLYMER e
DICAPRYLYL CARBONATE e POLYGLYCERYL-2 ISOSTEARATE @ COCO-
CAPRYLATE/CAPRATE e DISTEARDIMONIUM HECTORITE e SORBITAN
SESQUIISOSTEARATE @ PARFUM (FRAGRANCE) @ CAESALPINIA SPINOSA FRUIT
EXTRACT e ALPHA-GLUCAN OLIGOSACCHARIDE e SODIUM MYRISTOYL GLUTAMATE e
STEARIC ACID e SODIUM CITRATE ® XANTHAN GUM e ALUMINA

e POLYHYDROXYSTEARIC ACID ¢ CELLULOSE ® POTASSIUM SORBATE e KAPPAPHYCUS
ALVAREZII EXTRACT @ POLYMNIA SONCHIFOLIA ROOT JUICE e CITRIC ACID o
BUTYLENE GLYCOL e ALUMINUM HYDROXIDE @ MALTODEXTRIN ¢ LACTOBACILLUS e
TOCOPHEROL ¢ THEOBROMA CACAO (COCOA) SEED EXTRACT e [MAY CONTAIN : CI
77491, C1 77492, CI 77499 (IRON OXIDES) e CI 77891 (TITANIUM DIOXIDE) e CI 77947 (ZINC
OXIDE)]

Other information
e Protect this product from excessive heat and direct sun.

Question or comments ?

In USA: 19 East, 57th Street, New York, NY 10022 855 454 6242 Monday through Friday 9am to
SpmEST.

L’ESSENTIEL NATURAL GLOW FOUNDATION 16H WEAR WITH SUNSCREEN BROAD
SPECTRUM SPF 20 045W AMBRE DORE/AMBER WARM, 30mL (49817-2059-1)
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DIMENSION CARTOUCHE
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BOTANICAL INGREDIENTS (EXTRACTS
FROM BOTH TARA AND RED ALGAE
GUMS): HELP SUPPORT SKIN’S ABILITY
TO DEFEND AGAINST POLLUTION.
BEAUTY-BOOSTING INGREDIE! (IN-
CLUDING PORCELANA COCOA BEAN
EXTRACT): BOOST HYDRATION.* *

*EX VIVO, **IN VITRO TESTS ON IN-
GREDIENTS

IN THE NAME OF BEAUTY
GUERLAIN SUSTAINABLE DEVELOPMENT
BOTILE DESIGNED TO PROMOTE RECYCLING.(1)
TO LEARN MORE: GUERLAIN.COM.
(1) ACCORDING TO LOCAL SORTING AND
RECYCLING STANDARDS

L"ESSENTIEL

LOGD 23,2 mm

Drug Facts

Active ingredients
Titanium dioxide 1.76%

Purpose
.Sunscreen

Uses
u Helps prevent sunburn

Warnings
u For external use only.
mDonotuseondamagedorbrokenskn.
u When using this product keep out of eyes. Rinse with water to remove.

top use and ask a doctor if rash occurs.
u Keep out of reach of children. If swallowed, get medical help or contact a Poison
Control Center right away.

Directions
For sunscreen use:
u Apply liberally 15 minutes before sun exposure.
u Reapply at least every two hours.
m Use a water resistant sunscreen if swimming or sweafing,
= Sun protection measures. Spending fime in the sun increases your risk of skin
cancer and early skin aging. To decrease this risk, requiarly use a sunscreen with a
Broad Specrum SPF value of 15 or higher and other sun protection measures including:
u Limit time in the sun, especially from 10 a.m.-2 pm.
' Wear long-sleeved shits, pants, hats, and sungiasses.
 Children under 6 months: Ask a doclor. ’
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Drug Facts

(continued)

Inactive ingredients

AQUA (WATER) » C3-12 ALKANE o GLYCERIN »
PROPANEDIOL o POLYGLYCERYL-6 POLYRICK
NOLEATE o SILICA o C1519 ALKANE o VP
IEICOSENE COPOLYMER o DICAPRYLYL CAR-
BONATE » POLYGLYCERYL-? ISOSTEARATE »
COCO-CAPRYIATEIGAPRATE o DISTEAR-
DIMONIUM HECTORITE o SORBITAN SESQUI-
ISOSTEARATE o PARFUM (FRAGRANCE) o
CAESAIPINIA SPINOSA FRUIT EXTRACT e
ALPHA-GLUGAN OLIGOSAGCHARIDE e SODIUM
MYRISTOYL GLUTAMATE o STEARIC ACID o
SODIUM CITRATE » XANTHAN GUM e ALUMINA
POLYHYDROXYSTEARIC ACID » CELLULOSE »
POTASSIUM SORBATE @ KAPPAPHYCUS ALVA-
REZIl EXTRACT e POLYMNIA SONCHIFOLIA
ROOT JUICE  CITRIC ACID ® BUTYLENE GLY-
COL » ALUMINUM HYDROXIDE o MALTODEX-

CI 77947 (ZINC OXIDE)]
e e
Other information

w Protect this product from excessive heat and direct
sun.
I
Question or comments?

In USA: 19 East, 570 Street, New York, NY 10022

855454 6242 Monday through Friday 9am to 5pm
EST.

use only. Do not
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TITANIUM DIOXIDE 1.76%

Shake wel before use. Apply fo face, then use
NATURAL GLOW FOUNDATION brush, a sponge or your fingertips to blend in,

TOENVEDE Warnings: For external use only. Do not
WITH SUNSCREEN use on damaged or broken skin. When using

this product keep out of eyes. Rinse with
BROAD SPECTRUM SPF 20 water to remove. Stop use and ask a doctor

if rash occurs. Keep out of reach of children.
If swalowed, get medical help or contact a

W Poison Control Center right away.

In USA: 19 East, 57th Street, New York,

NY 10022.
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L’ESSENTIEL NATURAL GLOW FOUNDATION 16H WEAR WITH SUNSCREEN BROAD
SPECTRUM SPF 20 045W AMBRE DORE/AMBER WARM, 15mL (49817-2059-3)

Active Ingredients

L! E S S E N TI E I_ TITANIUM DIOXIDE 1.76%

Shake well before use. Apply to face, then use a
brush, a sponge or your fingertips to blend in.
Warnings: For external use only. Do not use on
Natural Glow Foundation damaged or broken skin. When using this product
16h Wear keep out of eyes. Rinse with water to remove. Stop
With S use and ask a doctor if rash occurs. Keep out of
ki) reach of children. If swallowed, get medical help or

Broad Spectrum SPF 20 contact a Poison Control Center right away.
In USA: 19 East, 57th Street, New York, NY 10022.

15 mL 0.5 FL.OZ e TESTER

. GUERLAIN
W 68, CHAMPS-ELYSEES 75008 PARIS
MADE IN FRANCE
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Natural Glow Foundation
16h Wear

With Sunscreen
Broad Spectrum SPF 20
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16h Wear

With Sunscreen
Broad Specirum SPF 2

Active Ingredients
TITANIUM DIOXIDE 1.76%

Shake well before use. Apply to face, then use a
brush, a sponge or your fingertips to blend in.
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 swallowed, get medical help or
contact a Poison Control Center right away.

In USA: 19 East, 57th Street, New York, NY 10022,

TomL 0.5 FL.OZ, e TESTER

GUERLAIN
68, CHAMPS-ELYSEES 75008 PARIS
MADE IN FRANCE

LESSENTIEL NATURAL GLOW FOUNDATION 16H WEAR WITH SUNSCREEN
BROAD SPECTRUM SPF 20 045W AMBRE DORE/AMBER WARM

titanium dioxide emulsion

Product Information

Product Type HUMAN OTC DRUG

Item Code (Source) NDC:49817-2059



Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
TITANIUM DIO XIDE (UNI: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL:15FIX9 V2JP) TITANIUMDIOXIDE ~ 17.6 mg in 1 mL

Inactive Ingredients

Ingredient Name
WATER (UNIL 059 QFOKOOR)
GLYCERIN (UNI: PDC6A3C00X)
PROPANEDIOL (UNI: 5965N8 W85T)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
C15-19 ALKANE (UNIE: CI87N1IMO 1)
DICAPRYLYL CARBONATE (UNIL: 609 A3VISUA)
POLYGLYCERYL-2 MONOISOSTEARATE (UNI: 7B8OE71MQC)
COCO-CAPRYLATE/CAPRATE (UNIL: 8D9H4QU99H)
DISTEARDIMO NIUM HECTO RITE (UNIL: X687XDKO09L)
SORBITAN SESQUIISOSTEARATE (UNIL: VU97DO0 1BF9)
.ALPHA.-GLUCAN OLIGO SACCHARIDE (UNII: S95658 MI3W)
SODIUM MYRISTO YL GLUTAMATE (UNI: AYU7QD893W)
STEARIC ACID (UNIL: 4ELV7Z65AP)
SODIUM CITRATE (UNI: 1Q73Q2JULR)
XANTHAN GUM (UNIE: TTV12P4NEE)
ALUMINUM O XIDE (UNII: LMI26 06933)
POTASSIUM SORBATE (UNIL: 1VPU26JZZ4)
CITRIC ACID MONOHYDRATE (UNIL: 2968 PHW8 QP)
BUTYLENE GLYCOL (UNIE: 3XUS85KO0RA)
ALUMINUM HYDRO XIDE (UNIL: 5QB0T2IUNO)
MALTODEXTRIN (UNI:: 7CVR7L4A2D)
TOCOPHEROL (UNI: ROZB2556P8)
COCOA (UNIE: D9108TZ9IKG)

Packaging

# Item Code Package Description Marketing Start Date
1 NDC:49817-2059-1 1in 1BOX 03/10/2019

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

2 NDC:49817-2059-3 1in 1BOX 03/10/2019

2 15 mL in 1 BOTTLE; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph not final part352 03/10/2019

Strength

Marketing End Date

Marketing End Date
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