SUPREMACIE NX JOUR- ensulizole, homosalate, octinoxate, and oxybenzone cream

Ventura Corporation, LTDA

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.

Suprémacie Nx Tour Replenishing Treatment Daytime Face Cream SPF 15 Normal to Dry Skin

ACTIVE INGREDIENTS: ENSULIZOLE 2.0%, HOMOSALATE 2.0%, OCTINOXATE 7.0%,

OXYBENZONE 4.0%.

WARNINGS: For external use only. Keep out of reach of children. If swallowed, get medical help or
contact a Poison Control Center right away. When using this product keep out of eyes. Rinse with water

to remove. Stop use and ask a doctor if irritation develops and lasts.

USES: Sun Protection Factor 15. Helps prevent sunburn.

DIRECTIONS: Apply evenly before sun exposure and as needed.

PRINCIPAL DISPLAY PANEL - 50 g jar

L'BEL
PARIS

SUPREMACIE NX JOUR

traitement reconstituant creme

de jour pour le visage fps 15
tratamiento reconstituyente crema
facial de dia fps 15

replenishing treatment daytime face
creamspf 15

peau normale a seche / normal to dry
skin / cutis normal a seco

50 g e (1.7 0z.)
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ensulizole, homosalate, octinoxate, and oxybenzone cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:13537-261
Route of Administration TOPICAL
Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Ensulizole (UNIL: 9 YQ9DI1IW42) (Ensulizole - UNI:9 YQ9 DI1W42) Ensulizole 0.001g in5¢g
Homosalate (UNI: VO6SV4M95S) (Homosalate - UNI:V0O6SV4M95S) Homosalate 0.001g in5g
Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51) Octinoxate 0.00375¢g in5¢g
Oxybenzone (UNI: 9500S7VEQY) (Oxybenzone - UNIL9500S7VEQY) Oxybenzone 0.002g in5g
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:13537-261-64
1 NDC:13537-261-61
2 NDC:13537-261-65
2 NDC:13537-261-62
3 NDC:13537-261-63

1in 1BOX
5gin 1 TUBE
1in 1JAR

50 gin 1JAR
1gin 1 PACKET

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

Marketing Category

OTC MONOGRAPHNOT FINAL part352
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