CLARINS - SKIN ILLUSION - BROAD SPECTRUM SPF 15 - TITANIUM DIOXIDE -
SUNSCREEN - NATURAL HYDRATING FOUNDATION 100.5- titanium dioxide liquid
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 - SKIN ILLUSION - BROAD SPECTRUM SPF 15 - TITANIUM DIOXIDE -
SUNSCREEN - Natural Hydrating Foundation 100.5

Drug Facts

Active ingredient
TITANIUM DIOXIDE 2.8%

Purpose

Sunscreen

Uses:

® 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
e ondamaged or broken skin.

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

Stop use and ask a doctor if
e 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 inthe sun, especially from 10 a.m. - 2 p.m.

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



e reapply at least every 2 hours
® use a water resistant sunscreen if swimming or sweating.

Inactive ingredients

AQUA/WATER/EAU, METHYL TRIMETHICONE, DIMETHICONE, ALCOHOL, ISODODECANE,
BUTYLENE GLYCOL, PEG-9 POLYDIMETHYLSILOXYETHYL DIMETHICONE,
HDI/TRIMETHYLOL HEXYLLACTONE CROSSPOLYMER, GLYCERIN, DIMETHICONE/PEG-
10/15 CROSSPOLYMER, POLYGLYCERYL-3 POLYDIMETHYLSILOXYETHYL DIMETHICONE,
SODIUM CHLORIDE, SQUALANE, ALUMINUM HYDROXIDE, STEARIC ACID,
PARFUM/FRAGRANCE, SILYBUM MARIANUM SEED OIL, DISTEARDIMONIUM HECTORITE,
PROPYLENE CARBONATE, ETHYLHEXYLGLYCERIN, TOCOPHERYL ACETATE,
TRIETHOXYCAPRYLYLSILANE, DISODIUM EDTA, HYDROXYETHYL UREA, SYNTHETIC
FLUORPHLOGOPITE, DIPROPYLENE GLYCOL, KALANCHOE PINNATA LEAF EXTRACT,
PHENOXYETHANOL, ALGIN, SODIUM CITRATE, CITRIC ACID, ACACIA SENEGAL GUM,
JANIA RUBENS EXTRACT, FURCELLARIA LUMBRICALIS EXTRACT, SODIUM BENZOATE,
POTASSIUM SORBATE, CAMELLIA SINENSIS LEAF EXTRACT, TOCOPHEROL, LAPSANA
COMMUNIS FLOWER/LEAF/STEM EXTRACT, MARIS SAL/SEA SALT, SEL MARIN, +/- MAY
CONTAIN/PEUT CONTENIR: MICA, SILICA, CI 77891/TITANIUM DIOXIDE, CI 77491/CI
77492/CI 77499/IRON OXIDES. [M3012A]

Other information:
e 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.

Package Labeling:
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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 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 Contro| 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 am. -2 p.m.
- wear long-sleeved shirts, pants, hats
and sunglasses.
= reapply at |east every 2 hours
= use a water resistant sunscreen
if swimming or sweating. <
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Drug Facts (continued)

Inactive ingredients

AQUA/WATER/EAU - METHYL TRIMETHICONE - DIMETHICONE - ALCOHOL -
SODORECANE- BUTYLENE GLYCOL - PEG-3 POLYDIMETHYLS ILOXYETHYL
DIMETHICONE - HOI/TRIMETHYLOL HEXYLLACTONE CROSSPOLYMER -
GLYCER N - DIMETH CONE/PEG-10/15 CROSSPOLYWIER - POLYGLYCERYL-3
POLYDIMETHYLSILONYETHYL OIMETHICONE - SODIUM CHLORIDE -
SOUALANE - ALUNINUM HYDROX IDE - STEARIC ACID - PARFUM/
FRAGRANCE - SILYBUM MAR IANUN SEED OIL - DISTEARDIMONIUM
HECTORITE - PROPYLENE CARBONATE - ETHYLHEXYLELYCERN - T0C0-
PHERYL ACETATE - TRIETHOXYCAPRYLYLSILANE - DISODIUM EDTA -
HYDROXYETHYL UREA - SYNTHETIC FLUDRPHLOGOPITE - DIFROPYLENE
GLYCOL - KALANCHOE PINNATA LEAF EXTRACT - PHENDXYETHANOL -
ALGIN - SODIUM CITRATE - CITRIC ACID - ACACIA SENEGAL GUM -
JANIA RUBENS EXTRACT - FURCELLARIA LUMBRICALIS EXTRACT -
SODIUM BENZOATE - POTASSIUM SORBATE - CAMELLIA SINENSIS
LEAF EXTRACT - TOCOPHEROL - LAPSANA COMIUNIS FLOWERLEAF/
STEMEXTRACT - MARIS SAL/SEA SALT/SEL MARIN.

-+~ MAY CONTAIN/PEUT CONTENIR : MICA - SILICA - CI T7831/TITA-
NIUM DIOXDE - CI 77481/C) 77432/ 77436/ IRON OXIDES. [M30124]

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 am. to 5 p.m.
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Conseils d'utilisation : appliquer généreusement 15 minutes avant
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1 = contact with eyes. Rinse with water to remove.
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DEMONSTRATION
TESTER

Skin Ilusion

Directions:

s apply liberally 15 mi-
nutes before sun ex-
posure

* apply to all skin exposed
to the sun

s children under & mon-
ths: Ask a doctor

* Sun Protection Mea-
sures. Spending time
in the sun increases
your risk of skin can-
cer 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 in-
cluding:

¢ limit time in the sun,
especially from 10 a.m.
-2 p.m.

* wear long-sleeved shirts,
pants, hats and sunglasses.
e reapply at least every
2 hours.

suse a water resistant
sunscreen if swimming
or sweating.

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. ’

Drug Facts (continued)

Inactive ingredient
AQUA/WATER/EAL - METHYL
TRIMETHICONE - DIMETHICONE -
ALCOHOL - IS0DODECANE - BUTYLENE
GLYCOL - PEG-9 POLYDIME-
THYLSILOXYETHYLDIMETHICONE-
HOI/TRIMETHYLOLHEXYLLACTONE
CROSSPOLYMER - GLYCERIN -
DIMETHICONE/PEG-10/15
CROSSPOLYMER - POLYGLYCERYL-3
POLYDIMETHYLSILOXYETHYL
DIMETHICONE- SODIUM CHLORIDE -
SOUALANE-ALUMINUNYHYDROXIDE-
STEARICACID-PARFU/FRAGRANCE-
SILYBUM MARTANUM SEED DIL -
DISTEARDIMONIUM HECTORITE -
PROPYLENE CARBONATE- ETHYLHEXYL-
GLYCERIN-TOCOPHERYLACETATE-
TRIETHOXYCAPRYLYLSILANE - DISO-
DIUMEDTA-HYDROXYETHYL UREA-
SYNTHETIC FLUORPHLOGOPITE -
DIPROPYLENEGLYCOL-KALANCHOE
PINNATA LEAF EXTRACT -
PHENOXYETHANOL - ALGIN - SODIUM
CITRATE - CITRICACID - ACACIA
SENEGALGUM- JANIARUBENS
EXTRACT - FURCELLARIA LUMBRICALIS
EXTRACT - SODIUM BENZDATE -
POTASSIUM SORBATE - CAMELLIA
SINENSIS LEAF EXTRACT - T0COPHEROL -
LAPSANA COMMUNIS FLOWER /LEAR/STEM
EXTRACT - NARIS SAL/SEASALT/SEL MARIN.
+/~MAYCONTAIN/PEUT CONTENIR:
MICA-SILICA-CIT7881/TITANIUM
DIDXIDE - C1 77491/C1 17482/€1
T1499/IRON OXIDES. [M30124]
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Drug Facts

Active ingredient:
TITANIUM DIOXIDE 2.8%
Purpose:

Sunscreen

Uses:

* helps prevent sunburn.
+ if used as directed with
other sun protection mea-
sures (see Directions),
decreases 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. =3
1
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Fonsells d'utilisation : appliquer généreusement 15 minutes
| avant l'exposition solaire. Utilisez un écran solaire résistant &
1 Eau sl vous nagez ou transpirez, Enfants de moins de 6 mois 1
mander & un médecin Précautions et avertissements : ne
| s utiliser sur les peaux abimées. Cesser l'utilisation si une|
1 rritation cutanée se développe ou deviert plus sévére Si
irritation persiste, consulter un praticien de soins de santé
| viter tout contact avec les yeux. Rincer avec de l'sau pour|
| l'enlever. |
irections for use: apply liberally 15 minutes before sun
| wposure, Use a water resistant sunscreen if swimming or
| eweating. Children under 6 months: ask a doctor. Cautions an
arnings: do not use on damaged and broken skin, Discortinue
| se if skin irritation develops or increases, If irritation persists,
|
1
1
1

Skin Illusion

Teinl Naturel
Hydratation

Broad Spectrum SPF 15
Titanium Dioxide Sunscreen
Large Spectre FPS 15

Filtre Solaire Dioxyde de Titane

Natural Hydrating

consult a health care practitioner. Avoid cortact with eves,
Eénse with water to remove.
TIVE INGREDIENT/MEDICINAL INGREDIENT/ INGREDIENT MEDICINAL : ﬂTANIUN‘
DIO¥IOE! DIOXYDE DE TITANE : 2.8 %
gu%tinns or comments? Call 1-866-252-7 467 Monday- Friday, 8 a.m. to 5 p.m.
istrib, Canada: CLARINS CAMNADA Inc. 815 Desserte est|
r‘\utoroute Chomedey - LAVAL (QUEBEC) HTW S5N4, |
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CLARINS - SKIN ILLUSION - BROAD SPECTRUM SPF 15 - TITANIUM
DIOXIDE - SUNSCREEN - NATURAL HYDRATING FOUNDATION 100.5

titanium dioxide liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:58668-1700

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 28 mg in 1 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIE: 059 QFOKOOR)

METHYL TRIMETHICO NE (UNI: S73ZQI0 GXM)

DIMETHICO NE (UNIE: 92RU3N3Y10)

ALCOHOL (UNIL: 3K9958 V90 M)

ISODODECANE (UNI: A8289P68Y2)

BUTYLENE GLYCOL (UNIE: 3XUS85K0RA)

PEG-9 POLYDIMETHYLSILO XYETHYL DIMETHICO NE (UNIL: TYP8 1E471F)

HEXAMETHYLENE DIISO CYANATE/TRIMETHYLOL HEXYLLACTONE CROSSPOLYMER (UNI: WB5K9Y35Y9)
GLYCERIN (UNI: PDC6A3C00X)

POLYGLYCERYL-3 POLYDIMETHYLSILO XYETHYL DIMETHICONE (4000 MPA.S) (UNI: RLA2U05Z4Q)
SODIUM CHLO RIDE (UNIL: 451W471Q8X)

SQUALANE (UNI: GW89575KF9)

ALUMINUM HYDRO XIDE (UNIL: 5Q B0 T2IUNO)

STEARIC ACID (UNIL: 4ELV7Z65AP)

SILYBUM MARIANUM SEED OIL (UNI: NYY23HENOG6)

DISTEARDIMO NIUM HECTO RITE (UNI: X687XDK09L)

PROPYLENE CARBONATE (UNI: 8D08K3S51E)



ETHYLHEXYLGLYCERIN (UNIL: 147D247K3P)
.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8 X80D2L0)
TRIETHO XYCAPRYLYLSILANE (UNI: LDC331P08E)
EDETATE DISODIUM ANHYDRO US (UNII: 8 NLQ36 F6 MM)
HYDRO XYETHYL UREA (UNI: MBQ7DDQ7AR)
DIPROPYLENE GLYCOL (UNII: EI07L85C40)

KALANCHOE PINNATA LEAF (UNI: 3R963LO08T)

PHENO XYETHANOL (UNIL: HIE492ZZ3T)

SODIUM ALGINATE (UNI: C269C4G2ZQ)

SODIUM CITRATE, UNSPECIFIED FORM (UNII: 1Q73Q2JULR)
CITRIC ACID MONOHYDRATE (UNII: 296 8 PHW8QP)

ACACIA (UNII: 5C5403N260)

FURCELLERAN (UNII: 30QS0PF14U)

SODIUM BENZOATE (UNII: OJ245FE5EU)

POTASSIUM SORBATE (UNI: 1VPU26JZZ4)

GREEN TEA LEAF (UNIl: W2ZU1RY8BO0)

TOCOPHEROL (UNI: ROZB2556P8)

LAPSANA COMMUNIS FLOWERING TOP (UNIL: T9B7707PZA)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58668-1700-1 1in 1 CARTON 06/01/2018

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

2 NDC:58668-1700-2 1in 1 CARTON 06/01/2018

2 15 mL in 1 VIAL; Type 0: Not a Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 06/01/2018

Labeler - raboratoires Clarins (266317555)

Revised: 12/2019 Laboratoires Clarins
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