CARE ONE MEDICATED LIP BALM- petrolatum stick
American Sales Company

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

Purpose

Skin Protectant

Keep Out of Reach of Children

If swallowed get medical help or contact a Poison Control Center right away.

Uses

Helps heal severely dry, chapped lips.

Warnings

Stop use and ask a doctor: if rash or irritation develops and lasts.

Directions

Apply to lips not more than 3 — 4 times daily. Children under six months of age: Ask doctor before use.

Inactive Ingredients

Beeswax, Camphor, Cetyl Alcohol, Flavor, Ispropyl Myristate, Lanolin, Menthol, Methylparaben,
Mineral Oil, Octyldodecanol, Oleyl Alcohol, Ozokerite, Phenol, Phenyl Trimethicone, Propylparaben,
Stearyl Alcohol, Water

Package/Label Principal Dis play Panel



35inx 3.875in

Back of Card

N\

r INPROVER CARFONE MEDICATED
fll-'“ LIP BALM TWIN PACK
CAREONE orugract R

Petrolanem (41 0 %) S Protiectant
” BAIM = w——

wrarmirngn

Stop uir ond ask o doctor: F ranh or srillaton develops e bty

Krap owt of reach of children It veallowed gt maed ol vl o
contact @ Ponon Comtrol Center nght swey

MED‘H:.HTE'D | Dnrwerrpms. Apgly 1 bps not more than =8 nme dly
N Chbdires ey in months of Gge Atk (o<t etorw e |
o Bl Porevst Dy Chappesd, fmm nd od b Lo S A P o Y S T ey s—

bbprlate. Lanolen, Werthol et Moo stee Wnage sl Ol

O pleioded sl Okl Mool Orosesite. Pharod. Praoyd T !-mrm-mnn!
Fmpvb#&r&“rvﬂﬂ“h‘dﬂ |
e © 1 '_’

IRTRELUTID U e o lallen Corsgarsy
BE e R | e WY LA
Pl e
—— 1 iy
Chdify pat-ittaed # pus Sy bae b
I |4 25g) Each 0 ! r

2.375in

LABTRAD LCS O PG 00

~

CAREONE

LIP BAIM

\

‘ MEDICATED

:"5.’."" — 2.125In

Peeplewr il % e Pwtoeam

label

Tinp e andd g dacter | o o vl irobeg wd e
Erep out of reach of chadera s dllvest 30 ol vk w et 1 P Dol

[ ]
ﬁ:h et e e Sl

[ Bibdrgn wmley L Sty il g | o o Bt -

Tacirey mgredienh Bremi angher [rol Npwral e Bagray] Ve ooier
Liralln Ml Metimparioer. Weerad D] Dolteors el Ol Mol Coprer
Ferrgl Pl reewrw Foviorase Leed doorel e

:,_______--__-----------------------_a__

CARE ONE MEDICATED LIP BALM

petrolatum stick

Product Information

ProductType HUMAN OTC DRUG LABEL Item Code (Source) NDC:41520-975




Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
PETROLATUM (PETROLATUM)

Inactive Ingredients
Ingredient Name

CERESIN

APIS CERANA WO RKER SECRETION

OLEYL ALCOHOL

ISOPROPYL MYRISTATE

OCTYLDODECANOL

LANOLIN

STEARYL ALCOHOL

CETYL ALCOHOL

LIGHT MINERAL OIL

MENTHOL

Product Characteristics

Color WHITE

Shape

Flavor MENTHOL

Contains

Packaging

# Item Code Package Description

1 NDC:41520-975-02 4.25 g in 1 CYLINDER

Marketing Information

Marketing Start Date

DEA Schedule

Basis of Strength Strength
PETROLATUM 41mg inlg
Strength
16mg inlg
6mg inlg
6mg inlg
Smg inlg
9mg inlg
4mg inlg
3mg inlg
3mg inlg
3mg inlg
.60mg inlg
Score
Size
Imprint Code

Marketing End Date

Marketing Category Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date

OTC monograph final part347

Labeler - American Sales Company (809183973)

Registrant - American Sales Company (809183973)

Establishment
Name Address ID/FEI
OraLabs 801824756

03/11/2013

Business Operations

MANUFACTURE(41520-975), LABEL(41520-975)
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