SABIYA BROAD SPECTRUM SPF-50- zinc oxide cream
SABIYA, LLC

SABIYA Broad Spectrum SPF-50
Drug Facts

Active Ingredient
Zinc Oxide 18%

Purpose

Sunscreen

Uses

e Helps prevent sunburn

e higher SPF gives more sunburn protection

e retains SPF after 80 minutes of swimming or sweating.

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 not use
e on damaged or broken skin.

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

Stop use and ask a doctor if
e rash or irritation occurs

Keep out of reach of children.
e |f swallowed, get medical help or contact a Poison Control Center right away.

Directions

Shake well prior to use

Apply liberally and evenly to dry skin 15 minutes before sun exposure
reapply after 80 minutes of swimming or sweating

immediately after towel drying

at least every 2 hours.

Sun Protection Measures.



e 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 time in the sun, especially from 10 a.m. to 2 p.m.

wear long-sleeved shirts, pants, hats and sunglasses

use a water-resistant sunscreen if swimming or sweating

children under 6 months of age: Ask a doctor

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

Inactive Ingredients

Aloe Barbadensis Leaf (Aloe Vera Gel) Juice » Aqua (Deionized W ater) «

Butyrospermum Parkii (Shea) Butter » Caprylic/Capric Triglyceride « Caprylyl Glycol °
Citric Acid » Coos Nucifera (Coconut) Oil » Decyl Glucoside « Dodecane ¢ Fucus
Vesiculosus (Seaweed) Extract ¢ Glycerine Glyceryl Laurate * Glyceryl Stearate °
Glyceryl Undecylenate * Isododecane * Macrocystis Pyrifera (Sea Kelp) Extract « Parfum
(Fragrance) « Pearl Powder ¢ Polyhydroxystearic Acid *Saccharomyces Ferment Filtrate
» Sargassum Vulgare (Algae) Extract ¢ Sodium Stearoyl Glutamate ¢ Sorbitan Stearate
*Tapioca Starch « Tetrasodium EDTA « Tocopherol (Vitamin E) * Tridecyl Salicylate
Trimethylsiloxysilicate « Xanthan Gum e

Questions or Comments?
Visit www.sabiya.comor call + 1 (754) 216-3334

Package Labeling:



YADIYA.

www.sabiya.com

SABIYA sunscreens are
formulated with these pure
marine ingredients:

Fucus vesiculosus (Bladderwrack)

Rich in calcium, iodineg, iron, magne-
sium, potassium and B vitamins.
Contains antioxidants like vitamins
A, C, and E, which help to neutralize
free radicals that can lead to prema-
ture signs of aging.

Macrocystis Pyrifera (Giant Kelp)

A rich source of vitamins and min-
erals; can moisturize, and help even
the look of skin's tone and texture.
Can help the skin feel more smooth.

Sargassum Vulgare (Gulfweed)

Contains more than 200 biclogically
active compounds, such as fucoidan,
fucoxanthin, terpenoids, flavonoids,
and meroterpenoids, offering skin
health-promoting properties such
as antioxidants and moisturizing.

Pearl Powder

Composed of numerous elements
that support skin health, including

magnesium, polysaccharides, amino

acids, minerals, and proteins. Pearl
is a natural, gentle exfoliator.

—

YABIYA.

in Water

Transparent Mineral Sunscreen

Broad Spectrum SPF 50

Optimized for Getting Wet

Water resistant (80 minutes)

NON-STAINING
REEF FRIENDLY

34 FL.0Z/100ml

1 “‘

88168 " 44086

SADBIYA.

www.sabiya.com

SABIYA products are made by
people who love the sea, love to
sail, and love the sun. Our goals
align with our passions:

1. Protect our oceans

2. Protect our boats

3. Protect our skin

Need to order more?

Drug Facts
Active Ingredient Purpose
Tinc Dride [8%. Sunscreen

Uses « Helps prevent sunburn « higher SPF gives more
sunbum protection - retains SPF after 80 minutes of swim-
ming or sweating. « If used as directed with other sun pro-
tection measures (see Directions), decreases the risk of
skin cancer and early skin aging caused by the sun.

Warnings

« For extemal 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 doctorif « rash
oriritation occurs « Keep out of reach of children. If swal-
lowed, get medical help or contact a Poison Control Center
right away.

Directions

« Shake well prior to use « Apply iberally and evenly to dry skin
15 minutes before sun exposure « reapply after B0 minutes of
swimming or sweating - immediately after towel drying - at
|eastevery 2 hours.

« Sun Protection Measures. - Spending time in the sun
increases your risk of skin cancer and early skin aging.
Todecrease this risk, regularly use a sunscreen with a Broad
Spectrum SPFvalue of 15 or higher and other sun protection
measures including: « limit time in the sun, especially from
10am.to 2 pm. » wear long-sleeved shirts, pants, hats and
sunglasses » use a water-resistant sunscreen if swimming or
swieating « children under 8 months of age; Ask a doctor

Other Information - Prtectthis product and
its container from excessive heat and directsun.

Inactive Ingredients hoeBarbatensis

Leaf (Aloe Vera Gel) Juice « Aqua (Deionized Water) « Butyro-
spermum Parki (Shea) Butter « Caprylic/ Capric Triglycerice «
Caprylyl Glycol « Citric Acid « Co ~ 0s Nucifera (Coconuf) 0il «
Decyl blucoside + Dodecane « Fucus Vesiculosus (Seaweed)
Extract « Glycerin « Glyceryl Laurate « Glyceryl Stearate «
Glyceryl « Helianthus Annuus ( )il
« C13-16 Isoalkane « Isododecane « Macrocysis Pyrifera (Sea
Kelp) Extract « Pearl Powder  Polyhydroxystearic Acid «
Saccharomyces Ferment Fiftrate - Sargassum Vulgare (Algae)
Extract « Sodium Stearoy! Glutamate « Sorbitan Stearate «
Tapioca Starch « Tetrasodium EDTA « Tocopherol (Vitamin E) «
Tridecy! Salicylate - Trihepanoin « Trimethylsiloxysilicate »
JXanthan Gum

Questions or Comments?
Visit www.sabiya.com orcall + | (754) 216-3334

Manufactured in the USA
Distributed by SABIYA, LLC.
Lehi, Utah 84043

SABIYA BROAD SPECTRUM SPF-50

zinc oxide cream




Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:84307-486

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ZINC OXIDE (UNII: SOI2LOH54Z) (ZINC CATION - UNII:13S1S8SF37) ZINC CATION 180 mg in 1 mL

Inactive Ingredients

Ingredient Name Strength
ALOE VERA LEAF (UNII: ZY81Z83HO0X)
WATER (UNIl: 059QFOKOOR)
SHEA BUTTER (UNIl: K49155WL9Y)
MEDIUM-CHAIN TRIGLYCERIDES (UNII: C9H2L21V7U)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
CITRIC ACID MONOHYDRATE (UNIl: 2968PHW8QP)
COCONUT OIL (UNIIl: Q9LOO73W7L)
DECYL GLUCOSIDE (UNIl: Z17H97EA6Y)
DODECANE (UNIl: 11A386X1QH)
GLYCERIN (UNII: PDC6A3C00X)
GLYCERYL LAURATE (UNII: Y98611C087)
GLYCERYL MONOSTEARATE (UNII: 2300U9XXE4)
ISODODECANE (UNII: A8289P68Y2)
PEARL (HYRIOPSIS CUMINGII) (UNIl: A75L5FZ40U)
SODIUM STEAROYL GLUTAMATE (UNIl: 65A9F4P024)
SORBITAN MONOSTEARATE (UNII: NVZ 4I0H58X)
STARCH, TAPIOCA (UNII: 24S5C3U704l1)
EDETATE SODIUM (UNII: MP1)8420LU)
.ALPHA.-TOCOPHEROL (UNII: H4N855PNZ1)
TRIDECYL SALICYLATE (UNIl: AZQ08K38Z1)
XANTHAN GUM (UNII: TTV12P4NEE)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 \DC:84307-486- 4 4 1 ox 05/20/2024
1 100 mL in 1 TUBE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

OTC Monograph Drug MO020 05/20/2024



Labeler - SABIYA, LLC (129717725)

Establishment

Name Address
Pure Source, LLC

Revised: 5/2024

ID/FEI
080354456

Business Operations

manufacture(84307-486)

SABIYA, LLC
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