LEADER DIAPER RASH- zinc oxide ointment
CARDINAL HEALTH

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.

Active Ingredient Purpose
ZiNC 0Xide, 4090 ..eeevueeeiiieiienieerteecte ettt et Skin protectant
Uses

® helps treat and prevent diaper rash
e protects chafed skin due to diaper rash and helps protect skin from wetness
Warnings
For external use only
Do notuse
over deep or puncture wounds, infections or lacerations
When using this product avoid contact with the eyes
Stop use and ask a doctor if condition worsens or does not improve within 7 days

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right
away.

Directions
e change wet and soiled diapers promptly, cleanse the diaper area, and allow to dry
e apply ointment liberally as often as necessary, with each diaper change, especially at bedtime or
anytime when exposure to wet diapers may be prolonged

Other information
e store at 20° to 25°C (68° to 77°F)
e LotNo. and Exp. Date: see box or see crimp of tube

Inactive ingredients

butylhydroxyanisole, lavendar oil, liquid paraffin, methylparaben, polysorbate 60, purified lanolin,
sorbitan monostearate, squalane, talc, tocopherol acetate, water, white petrolatum

Distributed By Cardinal Health
Dublin, Ohio 43017
www.myleader.com

Made in Korea



LEADER® s 2
pﬂf ,,ygremenr

Diaper Rash Ointment

NET WT 4 oz (113 )

NDC 37205-637-26

mpare to
LEADER® 7 gsltm@’

Diaper Rash Ointment =
L DIAPER RASHIEGRMUIN

ch Ox:de 40%

NET WT 4 0z (113 g)

NET WT 4 0z (113 g)

Diaper Rash Ointment

DISTRIBUTED BY CARDINAL HEALTH
DUBLIN, OHIO 43017
CIN 4290698
www.myleader.com
1-800-200-6313
All Leader® Brand products are 100% satisfaction guaranteed 0 9629511917

or return to place of purchase for a full refund
Made in Korea

Drug Facts Drug Facts (continued)
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Warnings -
For external use only I fi ['] lavender oil, liquid paraffin,
Do not use over deep or puncture wounds, infections or lacerations 60, purified lanolin, sorbitan monostearate,
When using this product avoid contact with the eyes squalane, talc, tocopherol acetate, water, white petrolatum
Stop use and ask a doctor if condition worsens or does not improve within 7 days "

2 - | Questions or 21-800-614-8028

Keep out of reach of children. If swallowed, get medical help or contact a Poison
Control Center right away

“This product is not manufactured or distributed by Johnson & Johnson Consumer
Companies, Inc., owner of the registered trademark Desitin®
LOT & EXP.
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LEADER DIAPER RASH

zinc oxide ointment

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:37205-637

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ZINC O XIDE (UNI: SOI2LOH54Z) (ZINC OXIDE - UNIESOI2LOH54Z) ZINC OXIDE 040 g inlg
Inactive Ingredients
Ingredient Name Strength

BUTYLATED HYDRO XYANISOLE (UNI: REK496 0K2U)
LAVENDER OIL (UNI: ZBP1TYXWOHS)

PARAFFIN (UNIL: ISO0E3H2ZE)

METHYLPARABEN (UNII: A2I8 C7HI9T)
POLYSORBATE 60 (UNI: CAL22UVI4M)




LANOLIN (UNII: 7EV6 5EAW6 H)

SORBITAN MONO STEARATE (UNIL: NVZ410 H58 X)
SQUALANE (UNI: GW89575KF9)

TALC (UNI: 7SEV7J4R1U)

PETROLATUM (UNI: 4T6 HI2ZBN9 U)

Packaging

# Item Code Package Description Marketing Start Date
1 NDC:37205-637-26 1in 1 CARTON 10/11/2016

1 113 g in 1 TUBE; Type 0: Nota Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date
OTC monograph final part347 01/20/2012

Labeler - CARDINAL HEALTH (097537435)

Revised: 10/2016

Marketing End Date

Marketing End Date

CARDINAL HEALTH



