CLARINS EVERLASTING CUSHION LONG-WEARING AND HYDRATING FOUNDATION
BROAD SPECTRUM SPF 50 TINT 103- 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 Cushion Long-Wearing and Hydrating Foundation Broad Spectrum SPF 50
Tint 103

Package Labeling:
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Drug Facts

Active ingredient:
TITANIUM DICXIDE: 6.2%

Uses:
* helps prevent sunbum.

Purpose:
Sunscreen

» 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 adoctor 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 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.
* wear long-sleeved shirts, pants, hats and sunglasses.
= reapply at least every 2 hours.
* yse a water resistant sunscreen if swimming or sweating.

Inactive Ingredients: MUAWATEREAU - CYCLOPENTASILOXANE - PHENYL TRINETHICONE - CYCLOHEXASILOXANE - BUTYLENE GLYCOL -
DIPENTAERYTHRITYL HEXA G5-8 AGID ESTERS - TRIETHYLHEXANON - CETYL PEG/PPG- 10/1 DIMETHICONE - GLYCERIN - PHENYLBENZIMIDAZOLE SULFONIC ACID - -
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Drug Facts (contimued)

DINETHOONE - NACIANIE - TROMETRAHRE - 1404
NEDIOL - SORBITAN SESQUIOLEATE - STEARI ACD -
DIMETHCONE PR 115 CAOSSPOLYER - NYLON-12 -
P 30 DIPOLTHYDRCHYSTEIATE: SODUMCHLORDE 2
STEARATE - ALLNINUN YDAONEE - DSTEARLONOHLN
CHLORE - PARFUMFRAGRAICE - TOCOPHERYL ACETATE -
BISVINL DIMETHIEONE/DINETHICORE COPOLYNER -
DSTEARDMONUN HETORTE - TRETHOXCAPRHYLSLANE:
ADENOSHE - PALATOY. PROLEE - TAETWNYSLILETHL
POLYDMETHYLSLORYETIL HEOHL DMETHCOIE - CIF-
NOPODIUM QUNOA SEED EXTRACT - NAGHESUM PLATOR.
GLTANMTE: SODUMPALATOR, SICOSHATE: CERAMDES:
BALNITIC ACID - FYDROGENATED LECTHIN - LAPSAIA
CONMUNS FLONERLEAFSTEN EXTRAT - DPROPYLENE
GLACOLELCERETH20 CANELLM S LEAF ECTRACT
PE 0 APESEED STERL - LYCEYL STEARATE: SODAN
BENZOATE - HENCKYETHANDL

+/-HAY CONTANPELT CONTENIR - ICA-SILICA- 1
TIBSTANUIM DOYDE - C1TTAS01 T7AS2C T7AS9R0H
ONOES, SE2561

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.
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B 95300 Pontolse - France i
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CLARINS EVERLASTING CUSHION LONG-WEARING AND HYDRATING

FOUNDATION BROAD SPECTRUM SPF 50 TINT 103

titanium dioxide emulsion

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Item Code (Source)

NDC:58668-9900




Active Ingredient/Active Moiety

Ingredient Name
TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL:15FIX9 V2JP)

Inactive Ingredients

Ingredient Name
WATER (UNIL: 059QF0KOO0R)
CYCLOMETHICONE 5 (UNIl: 0OTHT5PCIOR)
PHENYL TRIMETHICO NE (UNII: DROK5NOJ4R)
CYCLOMETHICONE 6 (UNIl: XHK3U310BA)
BUTYLENE GLYCOL (UNII: 3XUS85K0RA)
DIPENTAERYTHRITYL HEXA C5-9 ACID ESTERS (UNII: D8180LQ51Z)
TRIETHYLHEXANOIN (UNII: 7K3W1BIU6K)
GLYCERIN (UNIl: PDC6A3C00X)
ENSULIZOLE (UNII: 9YQ9DI1W42)
DIMETHICO NE (UNII: 92RU3N3Y10)
NIACINAMIDE (UNIL: 25X51I18 RD4)
TROMETHAMINE (UNII: 023C2WHX2V)
1,2-HEXANEDIOL (UNII: TR046 Y3K1G)
SORBITAN SESQUIOLEATE (UNII: 0OW8 RRISW5A)
STEARIC ACID (UNI: 4ELV7Z65AP)
NYLON-12 (UNII: 446U8J075B)
PEG-30 DIPOLYHYDRO XYSTEARATE (UNIL: 9713Q0S7FO)
SODIUM CHLORIDE (UNII: 451W471Q8 X)
ZINC STEARATE (UNII: HO2E6QA4FV)
ALUMINUM HYDRO XIDE (UNIL: 5QB0T2IUNO)
DISTEARYLDIMO NIUM CHLORIDE (UNII: OM9573ZX3X)
.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E§ X80D2L0)
DISTEARDIMO NIUM HECTORITE (UNIL: X687XDKO09L)
TRIETHO XYCAPRYLYLSILANE (UNIl: LDC331P08E)
ADENO SINE (UNII: K72T3FS567)
PALMITO YL PROLINE (UNII: 49727TDYF)
CHENO PO DIUM QUINO A SEED (UNI: OO4K72NZ2X)
MAGNESIUM PALMITO YL GLUTAMATE (UNIl: DH37YM1F48)
SODIUM PALMITO YL SARCOSINATE (UNII: 7297LY09 YF)
CERAMIDE NP (UNIL: 4370DF050B)
PALMITIC ACID (UNI: 2V16 EO95H1)
HYDRO GENATED SO YBEAN LECITHIN (UNII: HI1109Z9J4N)
LAPSANA COMMUNIS FLOWERING TOP (UNIL: T9B7707PZA)
DIPROPYLENE GLYCOL (UNII: EI07L85C40)
GLYCERETH-20 (UNI: GJ5729 714F)
GREEN TEA LEAF (UNIl: W2ZU1RY8BO)
PEG-10 RAPESEED STEROL (UNIL: 258076 T85M)
GLYCERYL MONOSTEARATE (UNII: 2300U9 XXE4)
SODIUM BENZOATE (UNII: OJ245FE5SEU)
PHENO XYETHANOL (UNII: HIE492Z7Z73T)
MICA (UNI: VBA1AW0880)
SILICON DIOXIDE (UNII: ETJ7Z6 XBU4)
FERRIC O XIDE RED (UNII: IKO9F3G675)

Basis of Strength
TITANIUM DIO XIDE

Strength
62 mg in 1 mL

Strength



FERRIC OXIDE YELLOW (UNIL: EX438 02MRT)
FERRO SOFERRIC O XIDE (UNIL: XM0M8 7F357)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58668-9900-1 13 mL in 1 CASE; Type 0: Not a Combination Product 03/08/2017

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 03/08/2017

Labeler - Laboratoires Clarins (266317555)

Revised: 3/2019 Laboratoires Clarins
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