GIVENCHY BLURRING FOUNDATION BALM BARE SKIN PERFECTOR - BROAD
SPECTRUM SPF 15 NUDE GINGER- octinoxate, titanium dioxide emulsion
LVMH Fragrance Brands

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.

Givenchy Blurring Foundation Balm Bare Skin Perfector - Broad Spectrum SPF 15 Nude Ginger

Drug Facts

Active ingredients
Octinoxate 3.996%
Titanium Dioxide 2.19%

Purpose

Sunscreen

Use

m 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.

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 swallowed, get medical help or contact Poison Control Center right away.

Directions

®m Apply liberally 15 minutes before sun exposure.
m Reapply at least every 2 hours.
m Use a water resistant sunscreen if swimming or sweating.
®m 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:
m limit time in the sun, especially from 10 a.m. — 2 p.m.



®m wear long-sleeve shirts, pants, hats, and sunglasses
m Children under 6 months of age: ask a doctor.

Other Information

m Protect the product in this container from excessive heat and direct sun.

Inactive Ingredients

Water, Cyclopentasiloxane, Butylene Glycol, PEG-9 Polydimethylsiloxyethyl Dimethicone, Phenyl
Trimethicone, Alcohol, Saccharide Isomerate, Polymethylsilsesquioxane, Acrylates/Dimethicone
Copolymer, Phenoxyethanol, Sorbitan Sesquioleate, Aluminum Hydroxide, Dimethicone, Sodium
Myristoyl Glutamate, Stearic Acid, Disteardimonium Hectorite, Tocopheryl Acetate, Pentylene Glycol,
Jasminum Officinale (Jasmine) Flower Extract, Fragrance, Propylene Carbonate, Tromethamine, Citric
Acid, Sodium Citrate, Butylphenyl Methylpropional, Diamond Powder,

BHT, Geraniol, Tocopherol, Titanium Dioxide, Iron Oxides.
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Warnings: For external use only. Do not use on damaged or broken skin. When using this product
LVMH Fragrance Brands

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 Poison Control Center night away.

GIVENCHY BLURRING FOUNDATION BALM BARE SKIN PERFECTOR -
BROAD SPECTRUM SPF 15 NUDE GINGER

octinoxate, titanium dioxide emulsion

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:60905-0046

Route of Administration TOPICAL




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
OCTINOXATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNI:4Y5P7MUD51) OCTINOXATE 39.96 mg in 1 mL
TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNII:15FIX9 V2JP) TITANIUM DIO XIDE 219 mg in 1 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIE: 059 QFOKOOR)

CYCLOMETHICONE 5 (UNIE: 0 THTSPCIOR)

BUTYLENE GLYCOL (UNII: 3XUS85KO0RA)

PEG-9 POLYDIMETHYLSILO XYETHYL DIMETHICO NE (UNI: TYP8 1E471F)
PHENYL TRIMETHICO NE (UNI: DROK5NOJ4R)

ALCOHOL (UNIE: 3K9958 V90 M)

SACCHARIDE ISOMERATE (UNI: W8K377W981)

PHENO XYETHANOL (UNII: HIE492ZZ3T)

SORBITAN SESQUIOLEATE (UNIL: 0 W8 RRISW5A)
ALUMINUM HYDRO XIDE (UNI: 5QB0T2IUNO)

SODIUM MYRISTO YL GLUTAMATE (UNI: AYU7QD893W)
STEARIC ACID (UNI: 4ELV7Z65AP)

DISTEARDIMO NIUM HECTO RITE (UNIE: X687XDK09L)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
PENTYLENE GLYCOL (UNIE: 50C1307PZG)

JASMINUM O FFICINALE FLOWER (UNI: 0Q8K841432)
PROPYLENE CARBONATE (UNIL: 8D08K3S51E)

TRO METHAMINE (UNIE: 023C2WHX2V)

CITRIC ACID MO NO HYDRATE (UNIE: 2968 PHW8 QP)
SODIUM CITRATE (UNI: 1Q73Q2JULR)

BUTYLPHENYL METHYLPRO PIONAL (UNIE: T7540 GJV69)
DIAMO ND (UNIL: 6 GRV67N0U2)

BUTYLATED HYDRO XYTO LUENE (UNIL: 1P9D0Z171K)
GERANIOL (UNII: L837108USY)

TOCOPHEROL (UNI: ROZB2556P8)

FERRIC O XIDE RED (UNIL: 1K09F3G675)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:60905-0046-1 1in1BOX 03/25/2015

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

2 NDC:60905-0046-2 10 mL in 1 TUBE; Type 0: Nota Combination Product  05/02/2016

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 03/25/2015
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