MINERAL SUNSCREEN- zinc oxide 20% 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.

TWIO:PEAS

ORGANICS

MINERAL
SUNSCREEN
ZINC OXIDE 20%

BROAD SPECTRUM SPF 30
WATER RESISTANT (80 MINUTES)

Unscented Moisturizer

NO CHEMICAL SUNSCREEN - BABY & FAMILY

3FL.0Z/88 ML

Pumpose
Sunscreen

Uses: « Helps prevent sunbum « If used as directed with ather sun
protection measures (see Directions), decreases the risk of skin cancer
and early skin aging caused by sun.
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« For acEr:nal use only « Do not use on damaged or broken skin « Stop
use and ask a doctor if rash occurs « When using this product keep out
of eyes. Rinse with water to remove « Keep out of reach of children. If
swallowed, get medical help or contact a Poison Control Center rig

Directions: « Apply liberally 15 minutes before sun exposure « Reapply:
« After 80 minutes of swimming or sweating « Immediately after towe
drying « At least every 2 hours « Children under 6 months of age: Aska
doctor « Sun Protection Measures: Spending time in the sunincreases
your risk of skin cancer and early skin a%ing.Tn decrease this risk,
regularly use a sunscreen with a Broad Spectrum SPF value of 15 or
higher and other sun protection measures including: « Limit time in the
sun, especially from 10am to 2pm « Wear long-slesved shirts, pants,
hats and sunglasses.

Other Information: Protect this product from excessive heat & direct sun.

Inactive Ingredients: Ricinus Communis (Castor) 0il*, Beaswax®, Cocos

Nucifera (Coconut) Qil*, Olea Europaea (Olive) Fruit 0il*, Simmondsia

Chinensis Un&oba} Oil%, BWFemum Parkii (Shea) Butter*, Helianthus
[ E]

Annuus (Sunflower) Seed Oil*, Tocopherol (Vitamin E)
‘ *Certified Organic
No PABA, parabens, phthalates, BPA, axybenzone,
avﬁ)ermne, m, or 1, 4-dimxane

NON-NANO « BROAD SPECTRUM UVA/UVB

‘ Distr. ©TWO PEAS ORGANICS, LLC » SANTA BARBARA, CA 93109
TWOPEASORGANICS.COM

© [ ype AREA

MINERAL SUNSCREEN

zinc oxide 20% ointment

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Item Code (Source) NDC:62932-159




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ZINC OXIDE (UNI: SOI2LOH547) (ZINC OXIDE - UNI:SOI2LOH54Z7) ZINC OXIDE 20 g in 100 g
Inactive Ingredients
Ingredient Name Strength

CASTOR OIL (UNIL: D5340 Y219 G)
YELLOW WAX (UNIL: 2ZA36H0S2V)
SHEA BUTTER (UNIL: K49155WL9Y)
JOJOBA OIL (UNIL: 724GKU717M)
OLIVE OIL (UNI: 6 UYK2W1WIE)
SUNFLOWER OIL (UNII: 3W1JG795Y1)
TOCOPHEROL (UNII: ROZB2556P8)
COCONUT OIL (UNI: Q9L0073W7L)

Product Characteristics

Color white Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:62932-159-23 88 gin 1 TUBE; Type 0: Nota Combination Product 05/01/2018

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part352 05/01/2018
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