CLARINS EVERLASTING YOUTH FLUID BROAD SPECTRUM SPF 15 TITANIUM
DIOXIDE SUNSCREEN ILLUMINATING AND FIRMING FOUNDATION 107- titanium
dioxide emulsion

Laboratoires Clarins

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.

CLARINS - EVERLASTING YOUTH FLUID - BROAD SPECTRUM SPF 15 - TITANIUM
DIOXIDE - SUNSCREEN - Illuminating & Firming Foundation - 107

Drug Facts

Active ingredient
TITANIUM DIOXIDE 2.8%

Purpose

Sunscreen

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.

Warnings:

For external use only.

Do notuse

» 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:

« apply liberally 15 minutes before sun exposure

« apply to all skin exposed to the sun

* children under 6 months: Ask a doctor

* 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. — 2 p.m.

» wear long-sleeved shirts, pants, hats and sunglasses.

* reapply at least every 2 hours

* use a water resistant sunscreen if swimming or sweating.

Inactive ingredients

AQUA/WATER/EAU - DIMETHICONE - CI 77891/TITANIUM DIOXIDE - ISODODECANE
-BUTYLENE GLYCOL - METHYL TRIMETHICONE - PEG-9

POLYDIMETHYLSILOXYETHYL DIMETHICONE - PENTYLENE GLYCOL - GLYCERIN - CI
77492/IRON OXIDES - DIMETHICONE/ PEG-10/15 CROSSPOLYMER - POLYGLYCERYL-3
POLYDIMETHYLSILOXYETHYL DIMETHICONE - SODIUM CHLORIDE - ETHYLHEXYL
PALMITATE - ALUMINUM HYDROXIDE - ACRYLATES/DIMETHICONE COPOLYMER -
STEAROXYMETHICONE/DIMETHICONE COPOLYMER - SILICA - STEARIC ACID - ARGANIA
SPINOSA KERNEL OIL - PARFUM/ FRAGRANCE - CI 77491/IRON OXIDES -
DISTEARDIMONIUM HECTORITE - TRIETHOXYCAPRYLYLSILANE - SYNTHETIC
FLUORPHLOGOPITE - PROPYLENE CARBONATE - ETHYLHEXYLGLYCERIN -
TOCOPHERYL ACETATE - CI 77499/IRON OXIDES - AVENA SATIVA (OAT) KERNEL
EXTRACT - DISODIUM EDTA - HYDROXYETHYL UREA - DIMETHICONOL - DIPROPYLENE
GLYCOL - TRIHYDROXYSTEARIN - PHENOXYETHANOL - SODIUM CITRATE - ALGIN -
SODIUM BENZOATE - ACACIA SENEGAL GUM - JANIA RUBENS EXTRACT - CICHORIUM
INTYBUS (CHICORY) LEAF EXTRACT - FURCELLARIA LUMBRICALIS EXTRACT -
HEXYLENE GLYCOL - SODIUM HYALURONATE - CAMELLIA SINENSIS LEAF EXTRACT -
TOCOPHEROL - CAPRYLYL GLYCOL - XANTHAN GUM - LAPSANA COMMUNIS
FLOWER/LEAF/STEM EXTRACT - MARIS SAL/SEA SALT/SEL MARIN - GLUCOMANNAN.
[M3312A/107]

Other information:

* protect this product from excessive heat and direct sun.

Questions or comments?

Call 1-866-252-7467 (In the US) Monday-Friday, 8 a.m. to 5 p.m.

CLARINS - EVERLASTING YOUTH FLUID - BROAD SPECTRUM SPF 15 - TITANIUM
DIOXIDE - SUNSCREEN - Illuminating & Firming Foundation - 107, 30mL 58668-3348-1
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Drug Facts

Active ingredient Purpose

TITANIUM DIOXIDE 2.8% Sunscreen

Uses:

* helps prevent sunburn.

* if used as directed with other sun
protection measures (see Directions), de-
creases the risk of skin cancer and early skin
aging caused by the sun.

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:
* apply liberally 15 minutes before
sun exposure
 apply to all skin exposed to the sun
* children under 6 months: Ask a doctor
* 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.-2 p.m.
« wear long-sleeved shirts, pants, hats and
sunglasses.
* reapply at least every 2 hours
* use a water resistant sunscreen
if swimming or sweating.
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Drug Facts (continued)

Inactive ingredients

AQUAWATER /EAU - DIMETHICONE - C1 77691, TTANIUM DIOXIOE - ISODODECAE -
BUTYLENE GLYCOL - METHYL TRIMETHICONE - PEG-9 POLYDIMETHYLSILONYETHYL
DIMETHICONE - PENTYLENE GIYCOL - GLYCERIN - I 77482/1HON OXIDES - DIMETHICONE/
PEC-10/15 CROSSPOLYMER - POLYGLYCERYL-3 POLYDIMETHYLSILOXYETHYL
OIMETHICONE - SODIUM CHLORIDE - ETHYLHEXYL PALBNTIATE - ALUMINUMA HYDROXDE -

ACRYLATES /DIMETHICONE COPOLYMER - STEARDXYMETHILONE/DIMETHICONE
COPOLYMER - SILICA - STEARIC ACID - ARGANIA SPINOSA KERNEL OIL - PARFUM /
FRAGRANCE - CI 77491/(RON DXIDES - DISTEARDIMONIUM HECTORITE -

TRIETHOXYCAPRYLYLSILANE - SYNTHETIC FLUIRPHLOGOPITE - PROPYLENE CARBONATE -

ETHYLHEXYLGLYCERIN - TDCOPHERYL ACETATE - CI 77435/IRON DKIDES - AVENA
SATIVA (OAT) KERNEL EXTRACT - DISODIUM EDTA - HYDROXYETHYL UREA -

DIMETHICONCL - DIPROPYLENE GLYCOL - TRIHYDAOKYSTEARIN - PHENOXYETHANDL -

SODIUM CITRATE - ALGIN - SODIUM BENZOATE - AEAEIASEM[ERL GUM - JANIA
AUBENS EXTRACT - CICHORIUM [ATYBUS (CHICORY) LEAF EXTRACT - FURCELLARIA
LUMBRICALIS EXTRACT - HEXYLENE GLYCOL - SODIUM HYALURONATE - CAMELLIA
SINENSIS LEAF EXTRACT - TOCOPHERDL - CAPRYLYL GLYCOL - XANTHAN GUM -
APSANA COMPUS FLOVAERYLEAF/STER EXTRACT - MAARES SAL/SEA SALT/SEL MARI -
GLUCOMANNAN. I3512A/107)

Other information:

tect this product from excessive heat
irect sun.

Questions or comments?
Call 1-866-252-7467 (In the US)
Monday-Friday, 8 a.m. to 5 p.m.

CLARINS
92200 NEUILLY-SUR-SEINE
95300 PONTOISE - FRANCE
MADE IN FRANCE

CET ARTIGLE NE PEUT ETRE VENDU
QUE PAR LES DEPOSITAIRES AGREES CLARINS.

EXCLUSIVE SALE THROUGH
AUTHORIZED RETAILERS.
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Conseils dutilisation : apﬁlthluer généreusemeant 15 minutes

avant ['exposition solaire. Utilisez un écran solaire résistant &

F'eau si vous nagez ou transpirez. Enfants de moins de & mois :

demander & un médecin. Précautions et avertissements : ne
PARIS Fas utiliser sur les peaux abimées, Cesser lutilisation si una
rritation cutanée se développe ou devient plus sévére, Si

Firritation persiste, consulter un praticien de soins de santé,

= Eviter tout contact avec les yeux. Rincer avec de l'eau pour
verlasting et

Directions for use: apply liberally 15 minutes before sun

- exposure, Use a water resistant sunscreen if swimming or

O ut u]_ sweating. Children under 6 moniths: ask a doctor. Cautions and

wurnlnﬁs: do not use on damaged and broken skin. Discontinue

. o . use IFE in Irrltﬁtlon develops or increases. If irritation persists,
consult a health care practitioner. Avoid contact with eyes,

Teint Lumiere & Fermete consut a health care prac

ACTIVE INGREDIENT/MEDICIMAL INGREDIENT/ INGREDIENT MEDICINAL : TITANILM

Broad Specirum SPF 15 DIOXIDEY DIOKYDE DE TTTANE : 2.5 %
Titanium Dioxide Sunscreen Questions or comments ? Call 1-866-252-7467 Monday-Friday, § am. to 5 p.m.
Distrib. Canada: CLARINS CANADA Inc, 815 Desserte ast

Large Spectre FPS 15 Autorouta Chomedey - LAVAL (GUEBEC) HTW 5N4.
Filtre Solaire Dioxyde de Titane CLARINS

. . . . 92200 Meuilly-sur-Seine (18HL)
[]lummat]ng & FlI'mmg 95300 Pontoise - France - Made in France
Foundation i 30 mL 1. 0z.

(
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CLARINS - EVERLASTING YOUTH FLUID - BROAD SPECTRUM SPF 15 - TITANIUM
DIOXIDE - SUNSCREEN - Illuminating & Firming Foundation - 107, 15mL 58668-3348-2
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C L AR I NS Conseils d'utilisation : appliquer généreusement 15 minutes avant
| PARIS I'exposition solaire. Utilisez un écran solajre résistant a I'eau si vous |
nagez ou transpirez. Enfants de moins de 6 mois : demander a un
| medecin. Précautions et avertissements: ne pas utiliser sur les peaux |
abimées. Cesser ['Utilisation si une irritation cutanée se développe ou
. devient plus séyére. Si lrritation persiste, consulter un praticien de
| EV erl aStlng soins lge lsanté, Eviter tout contact avec les yeux. Rincer avec defeau |
our 'enlever.
= irections for use: apply liberally 15 minutes before sun exposure.
| YOch Flllld % Use a water resistanp sunscreen if swimming or sweating. Children |
=" under 6 months: ask a doctor. Cautions and warnings: do not use on
(4B damaged and broken skin. Discontinue use if skin irritation develops
| i . a = . o9 increases. If irritation persists, consult a health care practitioner. |
Teint Lumiére & Fermeté Avoid contact with eyes. Rinse with water to remove.
| ACTIVE INGREDIENT/MEDICINAL INGREDIENT/ INGREDIENT MEDICINAL : TITANIUM DIOXIDE! |
5 I e DIOXYDEDETITANE : 28 %
Broad Spectrum SPF 15 Quesfions or comments? Call 1-888- 2527467 Monday-Fiday, 8 am. to 5 pm.
| Titanium Dioxide Sunscreen O  Distrib. Canada: CLARINS CANADA Inc. 815 Desserte st Autoroute |
L S tre FPS 15 Chomedey - LAVAL (QUEBEC) H7W 5N4.
| Fglt‘f: Scﬁi?reeDiox *c;)e de Titane Démonstration - Tester |
| : ' ¥ ' CLARINS - 92200 Neuilly-sur-Seine |
Mluminating & Firming 953036'209”:??;;23“9 T8M
Foundation 1omL 0.5F. 0z.
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Ref : 80054284 / 0C39137

CLARINS - EVERLASTING YOUTH FLUID - BROAD SPECTRUM SPF 15 - TITANIUM
DIOXIDE - SUNSCREEN - Illuminating & Firming Foundation - 107, 1.5mL 58668-3348-3



Everlasting
Youth Fluid
SPF 15

Extrait de
chicoree
Chicory
extract

5oL 0.05 FL. 0z

Conseils d'utilisation : appliquer genereusement 15
minutes avant I'exposition solaire. Utilisez un écran
solaire résistant a l'=au si vous nagez ou transpirez.
Enfants de moins de & mois : demander & un médecin.
Précautions et avertissements : ne pas utiliser sur les
peaux  abimées, Cesser |'utilisation si une irritation
cutanée se développe ou devient plus sévéere. Si
llirritation persiste, consulter un praticien de scins de
santé, Eviter tout contact avec les yeux. Rincer avec de
I'=au pour l'enlever.

Directions for use: apply liberally 15 minutes before
sun exposure. Use a water resistant sunscreen if
swimming or sweating. Children under & months: ask a
doctor. Cautions and warnings: do not use on damaged
and broken skin. Discontinue use if skin irritation
develops or increases. IT irritation persists, consult a
health care practitioner. Avoid contact with eyes. Rinse
with water to remove,

ACTIVE INGREDIENT/MEDICINAL INGREDIENT/ INGREDIENT MEDICINAL :
TITANIUM DIOXIDES DIOKYDE DE TITANE : 2.8 %

Questions or comments? Call 1-866-252-7467 Monday-Friday, & a.m.
tobpm.

Distrib. Canada: CLARINS CANADA Inc. 815 Desserte est
Autoroute Chomedey - LAVAL (QUEBEC) H7W SN4,

107 beige

CLARINS - 92200 Meuilly-sur-Seine
95300 Pontoise - France @

Made in France

CLARINS EVERLASTING YOUTH FLUID BROAD SPECTRUM SPF 15

TITANIUM DIOXIDE SUNSCREEN ILLUMINATING AND FIRMING

FOUNDATION 107

titanium dioxide emulsion

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL15FIX9 V2JP)

Inactive Ingredients
Ingredient Name
WATER (UNIE: 059 QFOKOOR)
DIMETHICO NE (UNI: 92RU3N3Y10)
ISODODECANE (UNIL: A8289P68Y2)
BUTYLENE GLYCOL (UNIE: 3XUS85KO0RA)
METHYL TRIMETHICO NE (UNI: $73ZQI0 GXM)
PEG-9 POLYDIMETHYLSILO XYETHYL DIMETHICO NE (UNII: TYP8 1E471F)

Item Code (Source)

NDC:58668-3348

Basis of Strength Strength
TITANIUM DIO XIDE 28 mg in 1 mL
Strength



PENTYLENE GLYCOL (UNI: 50 C1307PZG)
GLYCERIN (UNI: PDC6A3C00X)

FERRIC O XIDE YELLOW (UNI: EX438 02MRT)
POLYGLYCERYL-3 POLYDIMETHYLSILO XYETHYL DIMETHICONE (4000 MPA.S) (UNI: RLA2U05Z4Q)
SODIUM CHL O RIDE (UNIL: 451W47IQ8 X)

ETHYLHEXYL PALMITATE (UNI: 2865993309)
ALUMINUM HYDRO XIDE (UNII: 5QB0 T2IUNO)

SILICO N DIO XIDE (UNI: ETJ7Z6 XBU4)

STEARIC ACID (UNIL: 4ELV7Z65AP)

ARGAN OIL (UNIE: 4V59 G5UW9 X)

FERRIC O XIDE RED (UNIL: 1K09F3G675)

DISTEARDIMO NIUM HECTO RITE (UNI: X687XDKO09L)
TRIETHO XYCAPRYL YLSILANE (UNI: LDC331P08E)
PROPYLENE CARBONATE (UNI: 8D08K3S51E)
ETHYLHEXYLGLYCERIN (UNI: 147D247K3P)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
FERRO SO FERRIC O XIDE (UNIL: XM0 M8 7F357)

OAT (UNIL: Z6J799EAJK)

EDETATE DISODIUM ANHYDRO US (UNI: 8 NLQ36 F6 MM)
HYDRO XYETHYL UREA (UNI: MBQ7DDQ7AR)
DIPROPYLENE GLYCOL (UNI: E107L.85C40)

TRIHYDRO XYSTEARIN (UNIL: 06 YD7896S3)

PHENO XYETHANOL (UNII: HIE492ZZ3T)

SODIUM CITRATE (UNI: 1Q73Q2JULR)

SODIUM ALGINATE (UNI: C269C4G2ZQ)

SODIUM BENZOATE (UNIL: OJ245FESEU)

ACACIA (UNI: 5C5403N260)

CHICORY LEAF (UNI: WBQ249 COFR)

FURCELLERAN (UNIL: 30 QS0PF14U)

HEXYLENE GLYCOL (UNI: KEHO A3F75))
HYALURONATE SODIUM (UNI: YSE9 PPT4TH)

GREEN TEA LEAF (UNI: W2ZUIRY8BO0)

TO COPHEROL (UNI: ROZB2556P8)

CAPRYLYL GLYCOL (UNI: 00YIU5438U)

XANTHAN GUM (UNI: TTV12P4NEE)

LAPSANA COMMUNIS FLOWERING TOP (UNI: T9B7707PZA)
KONJAC MANNAN (UNIE: 36 W3E5TAMG)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58668-3348-1 1in 1 CARTON 06/01/2019

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

2 NDC:58668-3348-2 15 mL in 1 BOTTLE; Type 0: Nota Combination Product 06/01/2019
3 NDC:58668-3348-3 1.5 mL in 1 BOTTLE; Type 0: Not a Combination Product 06/01/2019

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date



OTC monograph not final part352 06/01/2019 ‘

Revised: 5/2019 Laboratoires Clarins
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