HANALEI FACE MOISTURIZING- zinc oxide lotion
Hanalei Beauty Company LLC
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Directions

« Apply liberally 15 minutes before sun
exposure, « Reapply: at least every 2 hours,

« Use a water-resistant sunscreen if swimming
ar sweating

= 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 value of
15 or higher and other sun protection measures
including; = Limit your time in the sun, especially
fram 10 a,m. — 2 p.m. « Wear long-sleeved shirts,
pants, hats, and sunglasses. « Children under &
manths of age: ask a doector,
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Inactive ingredients

Water, Caprylic/Capric Triglyceride, |soaryl
Laurate, Squalane, Butyloctyl Salicdate, jojoba
Esters, Glycerin, Methylpropanediol, Cetyl
Alcohol, Glyceryl Stearate, Sllica, Polyglycend-2
Dipolyhydroxystearate, PEG-75 Stearate,
Caprylyl Glycal, Allantain, Pyrus Malus, (Apple)
Fruit Extract, Lysolecithin, Sclarotium Gum,
Lecithin, Ceteth-20, Phenylpropanal,
Steareth-20, Pullulan, Xanthan Gum, Aloe
Barbadensks Leaf julce Powder, Blsabolol,
Tetrasodlum Glutamate Diacetate,
Phenaxyethanol, Ethylhesyl glycerin, Hexylene
Glyeol, Tocophersl, Sodium Hydroxide
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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.
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Drug Facts

Active ingredients Purpose
Zinc Oxide 12% ..oovcniciisminninns. SUNSCTEEN




Hanalei Face Moisturizing

* 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 skin rash accurs.

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

Active ingredients Purpose
Zinc Oxide 12% ..oovcniciisminninns. SUNSCTEEN
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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 skin rash accurs.

* Keep out of reach of children, |f swallowed,
get medical help or contact a Peison Control
Center right away,
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Drug Facts
Active ingredients Purpose
Zinc O%ide 12% ..oivicnieciincianions SUNSCIEEN

Uses « he|ps prevent sunburm « if used as
directed with ather sun protection measures
(see Directions), decreases the risk of skin
cancer and early skin aging caused by the sun.

* 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 skin rash accurs.

« Keep out of reach of children. I swallowed,
get medical help or contact 3 Poison Contral
Center right away.

Directions

= Apply liberally 15 minutes before sun
exposure, « Reapply: at least every 2 hours.

* Use a water-resistant sunscreen if swimming
or sweating

* 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 value of

15 or higher and other sun protection measures
including: « Limit your time in the sun, especially
from 10 am. - 2 p.m. = Wear long-sleeved shirts,
pants, hats, and sunglasses. « Children under 6
maonths of age: ask a doctor.

Other information
* Protect the product In this container from
excessive heat and direct sun.

Inactive ingredients

Water, Caprylic/Capric Triglyceride, |soamyl
Laurate, Squal ane, Butyloctyl Salicylate, Jojoba
Esters, Glycerin, Methylpropanediol, Cetyl
Alcohal, Glyceryl Stearate, Sllica, Polyglycery-2
Dipelyhydroxystearate, PEG-75 Stearate,
Caprylyl Glyeol, Allantaln, Pyrus Malus, (Apple)
Fruit Extract, Lysel ecithin, Sclerotium Gum,
Lecithin, Ceteth-20, Phenylpropanal,
Steareth-20, Pullulan, Xanthan Gum, Aloe
Barbadensis Leaf Julce Powder, Blsabolal,
Tetrasodium Glutamate Diacetate,
Phenoxyethanol, Ethylhexd glycerin, Hexylene
Glycol, Tocopheral, Sodium Hydroxide

Questions or Comments?
Email: support@hanaleicompany.com
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zinc oxide lotion

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:82915-2133
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ZINC OXIDE (UNIl: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z) ZINC OXIDE 132 mg in1mL

Inactive Ingredients

Ingredient Name Strength
LAVANDULA ANGUSTIFOLIA FLOWER (UNIIl: 19AH1RAF4M)
ALLANTOIN (UNII: 3445277G0Z)
TETRASODIUM GLUTAMATE DIACETATE (UNII: 5EHL5014MY)
LECITHIN, SOYBEAN (UNII: 1DI56QDM62)
POLYGLYCERYL-2 DIPOLYHYDROXYSTEARATE (UNIl: 9229XJ4V12)
HYDROLYZED JOJOBA ESTERS (ACID FORM) (UNII: UDR641)W8W)
METHYLPROPANEDIOL (UNIl: N8F53B3R4R)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
PHENYLPROPANOL (UNIl: 0F8970304M)
XANTHAN GUM (UNII: TTV12P4NEE)
ISOAMYL LAURATE (UNIl: M1SLX00M3M)
HEXYLENE GLYCOL (UNII: KEHOA3F75))
TOCOPHEROL (UNII: ROZB2556P8)
CETYL ALCOHOL (UNII: 936)ST6JCN)
ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)
GLYCERIN (UNII: PDC6A3C00X)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
WATER (UNIl: 059QFOKOOR)
.ALPHA.-BISABOLOL, (+)- (UNIl: 105561733Z)
BUTYLOCTYL SALICYLATE (UNIl: 2EH13UN8D3)
CETETH-20 (UNII: I835H2IHHX)
PULLULAN (UNIl: 8ZQOAYU1TT)
SQUALANE (UNII: GW89575KF9)
STEARETH-20 (UNII: LOQ8IK9E08)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)
PEG-75 STEARATE (UNIl: OT38RON74H)

Product Characteristics

Color white Score
Shape Size

Flavor Imprint Code



Contains

Packaging
# Rem Code Package Description Marketing Start Marketing End
Date Date
NDC:82915- :
1 2133-2 1in 1 CARTON 06/01/2024
1 NDC:82915- 50 mL in 1 TUBE; Type 0: Not a Combination
2133-1 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO020 06/01/2024

Labeler - Hanalei Beauty Company LLC (080959824)

Revised: 11/2025 Hanalei Beauty Company LLC
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