FRENCH SECRET SPF - 15 DAY BROAD-SPECTRUM- titanium dioxide, zinc oxide cream
Manupro, Inc.

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.

FRENCH SECRET SPF - 15 Day Cream Broad Spectrum

FRENCH SECRET SPF - 15 Day Cream Broad Spectrum

Active Ingredients / Purpose
Titanium Dioxide 3.50% ..... Sunscreen

Zinc Oxide 3.50% ..... Sunscreen

USES
e Helps prevent sunburn.
e If used as directed with other sun protection measure (see directions), decreases the risk of skin
cancer and early skin aging caused by the sun.

Other Information:
e Protect this product from excessive heat and direct sunlight.

Warnings
® For external use only.
¢ Do not use on damaged or broken skin.
e When using this product keep out of eye. Rinse with water to remove.
e Stop use and consult a physician if irritation or rash develops.

e Keep out of reach of children. If product is swallowed, get medical attention or contact a poison
control center immediately.

Directions
e Apply Liberally 15-minutes before sun exposure.
e Reapply: Atleast every two hours and immediately after swimming, sweating or towel drying.

SUN PROTECTION MEASURES:

Spending time in the sun increases your risk of skin cancer and early sun aging. To decrease this risk,
regularly use sunscreen with broad-spectrum protection and an SPF rating of 15 or higher, along with
other sun protection measures including:

® Limit time inthe sun, especially between 10am and 2pm.

® Wear long sleeve shirts, pants, hats and sunglasses.

e For children under 6-months, consult a physician.

Other Ingredients



Achillea Millefolium (Yarrow) Extract, Aloe Barbadensis Leaf (Aloe Vera Gel) Juice, Agua
(Deionized Watedr), Butyrosperrnum Parkii (Shea) Butter, Camellia Sinensis (Green Tea) Extract,
Cetearyl Alcohol, Cetearyl Glucoside, Cetearyl Olivate, Citrus Grandis (Grapefruit) Seed Extract,
Cocamidopropyl Betaine, Cocos Nucifera (Coconut) Oil, Cucumis Sativus (Cucumber) Fruit Extract,
Eucalyptus Globulus Oil, Gluconolactone, Glycerin, Grycrrhiza Glabra (Licorice) Extract, Helianthus
Annuus (Sunflower) Oil, Hypericum Perforatum Extract, Lavandula Angustifolia (Lavender) Oil,
Lecithin, Pelargonium Graveolens (Geranium) Oil, Prunus Amygdalus Dulcis (5weet Almond) Oil,
Simmondsia Chinensis (Jojoba) Oil, Sodium Benzoate, Sorbitan Olivate, Tocopherol (Vitamin E),
Valerian Extract, Xanthan Gum.

FRENCH SECRET SPF - 15 Day Cream Broad Spectrum 1.60z/47ml (69147-196-15)



FRENCH SECRET®
Creme Sérénité’

SPF - 15 Day Cream
Broad-Spectrum

Net contents 1.6 FL. OZ. (47 mL)

]



r-_-_-_-_-_-_-_-_-_-

DRUG FACTS:

Active Ingredients Purpose
Titanium Dioxide 3.509% ..o e SUNSCFEEN
Zinc Oxide 35096 iiaaasssaass atNSCrEEN

USES

m Helps prevent sunburn.

mif used as directed with other sun protection measure
(see directions), decreases the risk of skin cancer and early
skin aging caused by the sun.

Other Information:
® Protect this product from excessive heat and

direct sunlight. b




_Uru ?ar:ts (continued

arnings
B For external use only.
B Do not use on damaged or broken skin.
B When using this product keep out of eyes. Rinse with water to remove.
B 5top use and consult physician if irritation or rash develops.
B Keep out of reach of children. If product is swallowed, get medical
attention or contact poison control center immediately.

Directions

B Apply Liberally 15-minutes before sun exposure.
B Reapply: At least every two hours and immediately after swimming,
sweating or towel drying.

SUN PHOTEC”ON ME&SUHES Spending time in the sun

increases your risk of skin cancer and early sun aging. To decrease this
risk, regularly use sunscreen with broad-spectrum protection and an
5PF rating of 15 or higher, along with other sun protection measures
including:

B Limit time in the sun, espedcially between 10am and 2pm.

W Wear long sleeve shirts, pants, hats and sunglasses.
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Drug Facts (continued)
Other Ingredients

Achillea Millefolium (Yarrow) Extract, Aloe Barbadensis Leaf (Aloe
Vera Gel) Juice, Agua (Deionized Water), Butyrospermum Parkii
(Shea) Butter, Camellia Sinensis (Green Tea) Extract, Cetearyl
Alcohol, Cetearyl Glucoside, Cetearyl Olivate, Citrus Grandis
(Grapefruit) Seed Extract, Cocamidopropyl Betaine, Cocos Nucifera
(Coconut) OQil, Cucumis Sativus (Cucumber) Fruit Extract,
Fucalyptus Globulus 0il, Gluconolactone, Glycerin, Glycrrhiza
Glabra (Licorice) Extract, Helianthus Annuus (Sunflower) Oil,
Hypericum Perforatum Extract, Lavandula Angustifolia (Lavender)
Qil, Lecithin, Pelargonium Graveolens (Geranium) Oil, Prunus
Amygdalus Dulcis (Sweet Almond) Oil, Simmondsia Chinensis
{Jojoba) Qil, Sodium Benzoate, Sorbitan Olivate, Tocopherol
(Vitamin E), Valerian Extract, Xanthan Gum.

Manufactured for Natural Source International, Ltd
315 Madison Ave, 16th Floor, New York, NY 10017

www.natural-source.com
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FRENCH SECRET SPF - 15 DAY BROAD-SPECTRUM

titanium dioxide, zinc oxide cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:69147-196

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL15FIX9 V2JP) TITANIUMDIOXIDE 35 mg in 1 mL
ZINC OXIDE (UNI: SORLOH54Z) (ZINC OXIDE - UNIESORLOH54Z) ZINC OXIDE 35mg in 1mL




Inactive Ingredients

Ingredient Name Strength
ACHILLEA MILLEFOLIUM (UNIL: 2FXJ6 SW4PK)
ALOE VERA LEAF (UNII: ZY817Z83H0 X)
WATER (UNIL: 059QF0KOOR)
SHEA BUTTER (UNII: K49 155WL9Y)
GREEN TEA LEAF (UNIl: W2ZU1RY8BO0)
CETOSTEARYL ALCOHOL (UNIL: 2DMT128 M1S)
CETEARYL GLUCOSIDE (UNIl: 09FUA47KNA)
CETEARYL OLIVATE (UNI: 58B69Q84J0O)
CITRUS MAXIMA SEED (UNIL: 083X55C543)
CO CAMIDOPROPYL BETAINE (UNIL: 50CF3011KX)
COCONUT OIL (UNI: Q9L0073W7L)
CUCUMBER (UNI: YY7C30VXJT)
EUCALYPTUS OIL (UNI: 2RO40NI662)
GLUCONOLACTONE (UNII: WQ29KQ9POT)
GLYCERIN (UNII: PDC6A3C00X)
LICORICE (UNIL: 61ZBX54883)
SUNFLO WER OIL (UNII: 3W1JG795YI)
HYPERICUM PERFO RATUM (UNII: XK4IUX8 MNB)
LAVENDER OIL (UNI: ZBP1YXWOHS8)
EGG PHOSPHOLIPIDS (UNIL: 1274184RGV)
GERANIUM OIL, ALGERIAN TYPE (UNII: 5Q1194P4WG)
ALMOND OIL (UNIL: 66 YXD4DKO9)
JOJOBA OIL (UNIL: 724GKU717M)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SORBITAN OLIVATE (UNI: MDL271E3GR)
.ALPHA.-TOCOPHEROL (UNII: H4N855PNZ1)
VALERIAN (UNIL: JWF5YAW3QW)
XANTHAN GUM (UNIL: TTV12P4NEE)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:69147-196-15 47 mL in 1JAR; Type 0: Nota Combination Product 02/07/2017

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 08/01/2014

Labeler - Manupro, Inc. (078656202)

Revised: 2/2017 Manupro, Inc.
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