SUNSCREEN- octinoxate, oxybenzone lips tick
Humphreyline

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

Octinoxate (7.5%)

Oxybenzone (4%)

Sunscreen

Helps prevent sunburn and chapped lips

Petrolatum, Octyl Palmitate, Beeswax, Paraffin, Mineral Oil, Ceresin, Cetyl Alcohol, Fragrance, Aloe
Barbadensis Leaf Extract, Tocopheryl Acetate (Vitamin E), Propylparaben
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Drug Facts >

§ Active Ingredients Purpose Drug Facts
Octinoate 7.50% Sumscreen Keep out of reach of children. f swciloved get medi-

E Oxybenzone 4.00% Sunscreen e Wigof conlmet 8 Psson Garbe) Cenker Tt dway

= Use .-he\ps prevent sunburn Directions = apply liberally 15 minutes before sun
Warnings exposure * reapply at least every 2 hours * use a water

a Skin Cancer/Skin Aging Alert: fesistant sunscreen Iif swimming or sweating « children
Spgndingnra‘mg i;mke sun ina%‘sm ;&ur n‘i‘k o{bsekin under 6 months of age: ask a doctor
cancer and early skin aging. This product has been p - =

5 shown only to prevent sunburn, not skin cancer Other information = protect the product in this
or early skin aging. container from excessive heat and direct sun. LEFT Dispenses Ist
For external use only Inactive ingredients

Do not use on damaged or broken skin. Aoe Barbadensis Leaf momszem' , Ceresin, Cetyl
When using this product keep out of eyes. Alcohol, Fiavor, Mineral Gil, Octyl Paimitate, Paraffin,
Rinsa with water to remove. Petrolatum, Propylparaben, Tocopheryl Acetate

Stop use and ask a doctor if rash ocCurs.
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Humphl’ey Line REVISIONS § Carefully proof your artwork.
D ition: E ded Lip Bal ® NEW | 06-05-13 . Itis the client’ responsibility to ensure that all copy (ingredients, D OKPER PROOF
ESCrlptmn. xtende Ip baim nutrition, domicile, and alllegally required copy) s accurate prior |:| SEE ATTACHED
PN 1614_271 toreleasing this artwork for premedia and printing. D OK WITH CHANGES INDICATED

- This proof is not intended to show accurate color. A matchprint

an be provided at an additional cost (Process color printing only). D PLEASE SUBMIT ANOTHER PROOF

INKS TARGET COLORS

AN MMACEMTR ELLOW: (BLAS + Please referto Pantone” color swatches for spot color printing,

- - - « Clearly indicate any changes needed. Signature Date
Please examine it carefully and indicate any corrections needed, if not please sign off and return Customer assumes full responsibility for compliance
Remember . . . we cannot schedule production until approved and returned. Your Approval Of This Proof Is Our Authority To Proceed. Delay in returning your proof could delay your delivery. with local, state, and fe{'eml Iaevs, ,-ulﬂly,{;,d ,—gg,ﬁmfom,

SUNSCREEN

octinoxate, oxybenzone lipstick

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:19392-300



Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
OCTINO XATE (UNIL: 4Y5P7MUDS51) (OCTINOXATE - UNIL:4Y5P7MUDS1) OCTINOXATE 75mg inlg
OXYBENZONE (UNI: 9500S7VEQY) (OXYBENZONE - UNI:9500S7VEQY) OXYBENZONE 40 mg inlg

Inactive Ingredients
Ingredient Name
PETROLATUM (UNII: 4T6 HI2BN9 U)
ETHYLHEXYL PALMITATE (UNI: 2865993309)
YELLOW WAX (UNIL: 2ZA36 HOS2V)
PARAFFIN (UNIL: 9 O0E3H2ZE)
MINERAL OIL (UNI: T5L8 T28 FGP)
CERESIN (UNI: Q1LS2UJO3A)
CETYL ALCOHOL (UNIE: 936JST6JCN)
ALOE VERA LEAF (UNIE: ZY81Z83H0 X)
.ALPHA.-TO COPHEROL ACETATE (UNIL: 9E8 X80D2L0)
PROPYLPARABEN (UNII: Z81X2SC10H)

Product Characteristics
Color

Shape

TROPICAL FRUIT PUNCH (tropical flavor) , SPEARMINT (spearmint flavor) , BUBBLE GUM (bubble gum
Flavor flavor) , VANILLA (vanilla flavor) , CHERRY (cherry flavor) , STRAWBERRY (strawberry flavor) , BERRY

(berry flavor) , WATERMELON (watermelon flavor)

Contains
Packaging
. . rketin r
# Item Code Package Description Marketing Start
Date
1 NDC:19392-300- 4 gin 1 BOTTLE, PLASTIC; Type 0: Nota Combination 08/08/2012

01 Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph not final part352 01/01/2010

Labeler - Humphreyline (122539042)

Revised: 1/2020

Strength

Score

Size

Imprint
Code

Marketing End

Date

Marketing End Date

Humphreyline



	Drug Facts

