EIGHT HOUR CREAM SKIN PROTECTANT FRAGRANCE FREE- petrolatum cream
Elizabeth Arden, 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.

BC1149

DESCRIPTION

This fragrance free version of the legendary skincare classic works wonders to moisturize and protect
anytime, anyway you choose. Shape brows, revitalize shine, soothe dry hands and smooth cuticles and
nails.

INDICATIONS AND USAGE

To use: Apply liberally as often as necessary.

WARNINGS

Warnings: For external use only. When using this product avoid contact with eyes. Do not apply over
puncture wounds, infections or lacerations. Stop using and ask a doctor if symptoms persists more than
7 days.

OTC - ACTIVE INGREDIENT
Active Ingredient: Petrolatum 56.8%

INACTIVE INGREDIENT

LANOLIN, MINERAL OIL/PARAFFINUM LIQUIDUM/HUILE MINERALE, ACACIA
DECURRENS EXTRACT, DIPTERYX ODORATA BEAN EXTRACT, VANILLIN,
TOCOPHEROL, TOCOPHERYL ACETATE, BHT, SALICYLIC ACID, RICINUS COMMUNIS
(CASTOR) SEED OIL, VEGETABLE OIL/OLUS/HUILE VEGETALE, ZEA MAYS (CORN) OIL,
BENZYL ALCOHOL, IRON OXIDES.

DOSAGE & ADMINISTRATION
Apply liberally.

OTC - KEEP OUT OF REACH OF CHILDREN

Keep out of reach of children.

OTC - PURPOSE
Skin protectant.

OTC - WHEN USING

Avoid contact with eyes. Do not apply over puncture wounds, infections or lacerations.



This fragrance free version of the
legendary skincare: cla;ssm works
wonders to molsturlze and protect
anytime, anyway you choose. Shape
brows, revitalize shine, soothe dry hands
and smooth cuticles and nails.

USES: Treats symptoms of chapping,
peeling or flaking due to minor burns,
sunburn, windburn, scrapes, abrasions
or cracked lips. ' |

WARNING: FOR EXTERNAL USE ONLY.
WHEN USING THIS PRODUCT AVOID
CONTACT WITH EYES, DO NOT APPLY
OVER PUNCTURE WOUNDS
INFECTIONS OR LACERATIONS. STOP
USE AND ASK A DOCTOR IF SYMPTOMS
PERSIST FOR MORE THAN 7 DAYS.

Directions: Apply Iiberz:illy as often as
necessary. -

ACTIVE INGREDIENT:
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Active Ingredient  Purpose
NEW YORK Petrolatum 56.8%.................... Skin
Protectant

Uses Treats symptoms of:

m chapping m peeling or flaking
due to minor burns m sunburn

m windburn m scrapes m abrasions
B cracked lips

Warnings
B For external use only

When using this product

® Avoid contact with eyes

m Do not apply over puncture
wounds, infections or lacerations

Stop using and ask a doctor if

B Symptoms persist more than
7 days

Directions
m Apply liberally as often as
necessary

Inactive Ingredients
LANOLIN, MINERAL OIL /
PARAFFINUM LIQUIDUM / HUILE
MINERALE, ACACIA
DECURRENS EXTRACT,
DIPTERYX ODORATA BEAN
EXTRACT, VANILLIN,
TOCOPHEROL, TOCOPHERYL
FRAGRANCE FREE ACETATE, BHT, SALICYLIC
ACID, RICINUS COMMUNIS
(CASTOR) SEED OIL,

. VEGETABLE OIL / OLUS / HUILE
Elght Hour VEGETALE, ZEA MAYS (CORN)
OIL, BENZYL ALCOHOL,
Cream IRON OXIDES.
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EIGHT HOUR CREAM SKIN PROTECTANT FRAGRANCE FREE

petrolatum cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:67938-1149

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
PETROLATUM (UNIL: 4T6 HI2ZBN9U) (PETROLATUM - UNIL:4T6 HI2BN9 U) PETROLATUM 28.4g in50 g
Inactive Ingredients
Ingredient Name Strength

LANOLIN (UNII: 7EV6 5EAW6 H)
MINERAL OIL (UNI: TSL8T28 FGP)
VANILLIN (UNIL: CHI530446 X)
SALICYLIC ACID (UNI: 0414PZ4LPZ)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:67938-1149-1 1in 1BOX

1 NDC:67938-1149-2 50 gin 1 TUBE

2 NDC:67938-1149-3 2 g in 1 PACKET

3 NDC:67938-1149-4 1in 1BOX

3 NDC:67938-1149-5 28 gin 1 TUBE

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part347 07/07/2011

Labeler - Elizabeth Arden, Inc (849222187)

Revised: 10/2011 Elizabeth Arden, Inc
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