DIAPER RASH CREAM- zinc oxide ointment
Private Label Select Ltd CO

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.

Made in the USA

" DIAPER RASH [

| OINTMENT

Helps Prevent and Treat Diaper Rash to develop an equally effective diaper rash selution.
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+ change wel and soiled diopers prompily + cleanse the dioper area
+ allow to dry + apply cream liberally as offen as necessary, with
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INGREDIENTS: HELIANTHUS ANMUUS [SUMNFLOWER] SEED OIL* 1],
RICINLIS COMMUNIS ICASTOR) SEED OIL 1), CERA ALBA (BEESWAX]®
{1}, COCOS NUCIFERA [COCOMUT) OiL* (1), SIMMONDSIA
CHINENSIS (JOJ0BA) QIL* ﬂf BUTYROSPERMUIM PARKN (SHEA|
BUTTER* (1], TOCOPHEROL (1) *CERTIFIED ORGANIC BNGREDIENTISI

natural, mineral based formula

SAFER PRODUCTS FOR HEALTHIER BABIES

3floz = 39mi

The Solution for T o s ik g

H feedi roducts to baby body care. We use the
Diaper Rash Precautionary principle in everything we bulld.

DIAPER RASH CREAM

zinc oxide ointment

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:62932-156

Route of Administration TOPICAL




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ZINC OXIDE (UNII: SOI2LOH54Z) (ZINC OXIDE - UNILSOI2LOH547) ZINC OXIDE 14 g in 100 g
Inactive Ingredients
Ingredient Name Strength

SUNFLO WER OIL (UNII: 3W1JG795YI)
CASTOR OIL (UNI: D5340Y219G)
SHEA BUTTER (UNII: K49 155WL9Y)
COCONUT OIL (UNI: Q9L0073W7L)
YELLOW WAX (UNIL: 2ZA36H0S2V)
JOJOBA OIL (UNII: 724GKU717M)
TOCOPHEROL (UNI: ROZB2556P8)

Product Characteristics

Color white Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:62932-156-20 89 gin 1 TUBE; Type 0: Nota Combination Product 11/01/2017

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date  Marketing End Date
OTC monograph final part352 11/01/2017

Labeler - private Label Select Ltd CO (005415463)

Registrant - private Label Select Ltd CO (005415463)

Establishment
Name Address ID/FEI Business Operations
Private Label Select Ltd CO 005415463 manufacture(62932-156)

Revised: 3/2018 Private Label Select Ltd CO



