ELIZABETH ARDEN EIGHT HOUR LIP PROTECTANT- petrolatum gel
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.

Drug Facts

Active Ingredient
Petrolatum 85%

Purpose

Skin Protectant

Uses

Temporarily protects and helps relieve
chapping

peeling or flaking due to minor sunburn
windburn

cracked lips

Directions
e Apply liberally as often as necessary

Inactive Ingredients

LANOLIN, COPERNICIA CERIFERA (CARNAUBA) WAX/CERA CARNAUBA/CIRE DE
CARNAUBA, BIS-DIGLYCERYL POLYACYLADIPATE-2, LANOLIN OIL,
PARFUM/FRAGRANCE, CITRAL, CITRONELLOL, GERANIOL, LIMONENE, LINALOOL, IRON
OXIDES (CI 77499), TITANIUM DIOXIDE (CI 77891), YELLOW 5 LAKE (CI 19140), YELLOW 6
LAKE (CI 15985).

Questions or comments?
Call toll free 1-800 326-7337
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Distributed in U.S.A. by
©Elizabeth Arden, Inc. New York, NY 10003
elizabetharden.com
Maclg in U.5.A.

No. AD107606

petrolatum gel

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Item Code (Source)

ELIZABETH ARDEN EIGHT HOUR LIP PROTECTANT

NDC:67938-3052




Active Ingredient/Active Moiety

Ingredient Name
PETROLATUM (UNI: 4T6 HI2ZBN9 U) (PETROLATUM - UNIL4T6 HI2BN9 U)

Inactive Ingredients

Ingredient Name
LANOLIN (UNI: 7EV65EAW6 H)
CARNAUBA WAX (UNI: R1I2CBMOEIZ)
LANOLIN OIL (UNI: OVV5IU58F)
CITRAL (UNIE: T7EU0O9 VPP)
.BETA.-CITRONELLOL, (R)- (UNI:: PO 10UT964K)
GERANIOL (UNIE: L837108USY)
LINALOOL, (+/-)- (UNI: D81QY6I88E)
FERRO SOFERRIC O XIDE (UNI:: XMO0M87F357)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)
FD&C YELLOW NO. 5 (UNIE: [753WB2F1M)
FD&C YELLOW NO. 6 (UNI: H77VEI93A8)

Packaging
# Item Code Package Description
1 NDC:67938-3052-1 1in 1 CARTON

1 13 g in 1 CANISTER; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph final part352

Labeler - ELIZABETH ARDEN, INC (849222187)

Revised: 8/2017

Basis of Strength Strength
PETROLATUM 1g in85¢g

Strength

Marketing Start Date Marketing End Date
08/01/2017

Marketing Start Date  Marketing End Date

08/01/2017

ELIZABETHARDEN, INC
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