CHEMICAL FREE SUNSCREEN- zinc oxide lotion
Herban Roots, LL.C

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.

Chemical Free Sunscreen

0Drug Facts

[Active Ingredient
Zinc Oxide 14.57%

0Purpose

Sunscreen

0Uses

e Helps prevent sunburn.
e If used as directed with other sun protection measures (see Directions), decreases the risk of skin
cancer and early skin aging caused by the sun.

IWarnings

[For external use only

Do notuse

on damaged or broken skin.

When using this product

keep out of eyes. Rinse with water to remove.

Stop use and ask a doctor

if rash occurs.

Keep out of reach of children.

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

[Directions

Apply liberally 15 minutes before sun exposure.

Reapply:

after 40 minutes of swimming or sweating.

immediately after towel drying.

at least every 2 hours.

Sun Protection Measures. Spending time in the sun increases your risk of skin cancer and early
skin aging. To decrease this risk, regularly use a sunscreen with a broad spectrum SPF of 15 or
higher and other sun protection measures including:

¢ limited time in the sun, especially from 10 a.m. — 2 p.m.



e wear long-sleeve shirts, pants, hats and sunglasses.
e Childrenunder 6 months: ask a doctor.

[Inactive Ingredients:

Organic High Oleic Sunflower Oil, Organic Coconut Oil, Beeswax, Organic Shea Butter,
Tocopherols, Fragrance (All Natural), Carrot Seed Oil.

(Other Information
e Protect this product from excessive heat and direct sun.

Package Labeling



TEAR FREE * 100% NATURAL * REEF SAFE

100% NATURAL @ CRUELTY FREE @ SOY FREE

SAFE FOR SENSITIVE SKIN @ GMO FREE

HERBAN ROOTS

Ny

CHEMICAL FREE

SUNSCREEN

BROAD SPECTRUM SPF 30

WATER RESISTANT
(80 MINUTES)

Safe for the Whole Family
Sheer, Non-Greasy Coverage
Light Tropical Scent
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Drug Facts

Active Ingredient Purpose
Zinc Oxide 14.57% ... ... SUNSCreen
Uses

* Helps prevent sunburn.

+ If used as directed with other sun protection measures
(see Directions), decreases the risk of skin cancer and
early skin aging caused by the sun.

Warnings
For external use only

Do not use on damaged or broken skin.

When using this product keep out of eyes. Rinse with water
to remove.

Stop use and ask a doctor if rash occurs.

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

Directions

* Apply liberally 15 minutes before sun exposure.

= Reapply:
= after 40 minutes of swimming or sweating.
= immediately after towel drying.
= at least every 2 hours.

* Sun Protection Measures. Spending time in the sun increases
your risk of skin cancer and early skin aging. To decrease this risk,
regularly use a sunscreen with a broad spectrum SPF of 15 or
higher and other sun protection measures including:

* limited time in the sun, especially from 10 a.m. -2 p.m.
= wear long-sleeve shirts, pants, hats and sunglasses.

* Children under 6 months: ask a doctor.
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Inactive Ingredients

Organic High Oleic Sunflower Oil, Organic
Coconut Qil, Beeswax, Organic Shea Butter,
Tocopherols, Fragrance (All Natural), Garrot
Seed Oil.

Other Information
* Protect this product from excessive heat
and direct sun.
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CHEMICAL FREE SUNSCREEN

zinc oxide lotion

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Item Code (Source) NDC:72209-001




Active Ingredient/Active Moiety

Ingredient Name
ZINC OXIDE (UNIL: SOI2LOH54Z) (ZINC CATION - UNIL:13S1S8 SF37)

Inactive Ingredients
Ingredient Name
CARROT SEED OIL (UNIE: 595A013F11)
SUNFLO WER OIL (UNI: 3W1JG795YI)
COCONUT OIL (UNIE: Q9LOO73W7L)
YELLOW WAX (UNIE: 2ZA36 HOS2V)
SHEA BUTTER (UNIE: K49 155WL9Y)
TOCOPHEROL (UNIE: ROZB2556 P8)

Packaging
# Item Code Package Description

1 NDC:72209-001-04 118 mL in 1 TUBE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph not final part352

Labeler - Herban Roots, LLC (040718836)

Revised: 1/2019

Basis of Strength Strength
ZINC CATION 145.7 mg in 1 mL
Strength

Marketing Start Date Marketing End Date
05/01/2019

Marketing Start Date Marketing End Date
05/01/2019

Herban Roots, LLC
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