PERFECT FINISH SPF-30- zinc oxide lotion
Jenelt Cosmetics

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.

Perfect Finish SPF-30
Drug Facts

Active Ingredient
Zinc Oxide 20%

Purpose

Sunscreen

Uses
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.

Warnings
e For external use only.

¢ Do notuse ondamaged or broken skin.
e When using this product keep out of eyes. Rinse with water to remove.

e Stop use and ask a doctor if rash occurs.

Directions

Apply liberally 15 minutes before sun exposure.

Use a water resistant sunscreen if swimming or sweating.

Reapply 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: Limit time in the sun, especially from 10 a.m. — 2 p.m.
Wear long-sleeve shirts, pants, hats and sunglasses.

e Children under 6 months of age: Ask a doctor.

Other Information

Protect this product from excessive heat and direct sun.

Inactive Ingredients

Purified Water, Aloe Barbadensis Leaf Juice, Capric Caprylic Triglycerides, Sorbitan Stearate,
Hydrogenated Methyl Abietate, Caster Oil, Polyglycerol-10 Laurate, Magnesium Sulfate (Epsom Salt),
Tocopherols, Iron Oxides, Green Tea Extract, Magnesium Ascorbate Phosphate (Vitamin C), L-



carnitine, Niacinamide, Phenoxyethanol, Ethyl Hexyl Glycerin

Distributed by Jenelt LLC, Pleasant Hill, CA
94523,
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Drug Facts

Active Ingredient Purpose
Zinc Oxide 20% 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.
Einse with water to remove. = Stop use and ask a doctor if rash
OCCUIS.

Directions:

= Apply liberally 15 minutes before sun exposure. = Use a
water resistant sunscreen if swimming or sweating. = Reapply
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: Limit time in the sun,
especially from 10 am. — 2 p.m. Wear long-sleeve shirts,
pants, hats and sunglasses. = Children under 6 months of age:
Ask a doctor.

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

Inactive Ingredients:

Purified Water, Aloe Barbadensis Leaf Juice, Capric Caprylic
Triglycendes, Sorbitan Stearate, Hydrogenated Methyl
Abietate, Caster O1l, Polyglycerol-10 Laurate, Magnesium
Sulfate (Epsom Salf), Tocopherols, Iron Oxides, Green Tea
Extract, Magnesium Ascorbate Phosphate (Vitamin C),
L-carnitine, Niacinamide, Phenoxyethanol, Ethyl Hexyl
Glycerin
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PERFECT FINISH SPF-30

zinc oxide lotion

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

Zinc Oxide (UNI: SORLOH54Z) (Zinc Oxide - UNI:SOI2LOH54Z)

Inactive Ingredients

Ingredient Name

Item Code (Source) NDC:58469-0100

Basis of Strength
Zinc Oxide

Strength
20 g in 100 mL

Strength




WATER (UNI: 059QF0KOOR)

ALOE VERA LEAF (UNII: ZY8178 3H0 X)

SORBITAN SESQUIOLEATE (UNI: 0W8RRISW5A)
HYDRO GENATED CASTOR OIL (UNII: ZF94AP8MEY)
POLYGLYCERYL-10 LAURATE (UNI: MPJ2Q8WI8 G)
MAGNESIUM SULFATE (UNI: DEO8037SAB)
Hydrogenated Methyl Abietate (UNI: A230709X80)
green tea leaf (UNI: W2ZU1RY8BO)

MAGNESIUM ASCORBYL PHO SPHATE (UNII: 0R822556 M5)
carnitine (UNIL S7UIBSM58A)

TOCOPHEROL (UNII: ROZB2556P8)

niacinamide (UNI: 25X5118 RD4)

glycerin (UNI: PDC6A3C00X)

PHENO XYETHANOL (UNII: HIE492Z73T)
ETHYLHEXYLGLYCERIN (UNIL: 147D247K3P)
FERRIC O XIDE RED (UNII: 1IKO9F3G675)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58469-0100-1 60 mL in 1 TUBE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part352 01/20/2014

Labeler - jenelt Cosmetics (078802794)

Revised: 4/2015 Jenelt Cosmetics
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