ESSENTIAL SUNSCREEN SPF50- essential sunscreen spf50 lotion
Milbar Laboratories

Essential Sunscreen SPF50

Directions

Apply liberally and evenly o dry skin 15 minutes before sun exposure
and as often a5 needed. Reapply: * After 80 minwtes of swimming

or sweating * Immediately after towel drying + At least every two hours
« Children under 6 momths of age, consult your physician.

Sun Protection Measures: Spending fime in the sun increases your risk
of skin cancer and earty skin aging. To decrease this risk, regularly

use a sunscreen with & Broad Spectrurm SPFof 15 or higher and other
sun protection measures including: Limit time in the sun, especially from
10:a.m.~2 p.m. Wear long-sleeved shirts, pants, hats, and sunglasses.

Warnings
For external use only

When using this product * Keep out of eyes. Rinse with water to
remdve. = Siop use and ask a doctor if rash or imitation develops and
lasts. = if swallowed, get medical help or contact a Poison Cantrol
Center right away.

Inactive Ingredients

‘Water (Aqua), Cyclopentasiloxane, Dimethicone, PEG-10 Dimethicone,
Pentylene Ghycol, Stearyl Alcohal, Phenyl Timethicone, lsododecane,
PEG-40 Siearate, Hydrooyethyl Acrylate’Sodium Acryloyidimedvyl
Taurate Copalymer, Citric Acid, Squalane, Ceteareth- 20, Dimethicone
Crosspolymer, Chiorphenesin, Ceiearyl Alcohol, Xanthan Gum,
1,2-Hexanediol, Tocopherol Acetate, Caprylyl Glycol, Potassium Sorbate

Use

# Helps prevent sunbum # If used as directed with other sun profection
measures (see Directions ), decreases the risk of skin cancer and early
skin aging caused by the sun

This hybrid sunscreen creares & Paraben and PABA Free
aphysicalandchemicalbarrier & permatologist Tested
o reflect and absorb thesun's . -
harmiul UV rays. Wear5PFand & Nan-comecoganic
ReapplySPF every 80 mins. & Al Skin Types
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This hybrid sunscreen creates Paraben and PABA Free

a |.}]'.|'|.-"S]EHJ and chemical barrier Dormatalomiat Teatod
to reflect and absorb the sun's -

=
=
harmful UV rays. WearSPF and G Non-comedogenic
ReapplySPF every 80 mins. & All Skin Types
Drug Facts

Active ingredients Purpose
™ Zinc Oxide 10.5%, Octinoxate 7.5% <o . GUNSCTEEN

Use

+ Helps prevent sunbum # If used as dinected 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

When uging this product * Keep out of eyes. Rinse with water to
remave. * Siop use and ask & doctor if rash or imitation develops and

' ‘ lasts. » if swallowed, get medical help or contact a Poison Caontral
Center right away.
‘ 5 u ’ Directions

Apply liberally and evenly io dry skin 15 minutes before sun exposure
and as often a5 needed. Reapply: * After 80 minwtes of swimming

or sweating = Immediately after towel drying » At least every two hours
« Children under 6 manths of age, consult your physician.

Sun Protection Measures: Spending fime in the sun increases your risk
of skin cancer and earty skin aging. To decrease this risk, regulary

use a sunscreen with & Broad Spectrurm SPFof 15 or higher and other

sun protection measures including: Limit time in the sun, especially from
10a.m_~Z p.m. Wear long-sleeved shirts, pants, hats. and sunglasses.
Other Information

+ Profect this product from excessive heat and direct sun.

Inactive Ingredients

Water (Aqua), Cyclopentasiloxane, Dimethicone, PEG-10 Dimethicone,
Pentylene Giyool, Stearyl Alcohol, Phenyl Timethicone, lsododecane,
PEG-40 Stearate, Hydrowyedfyl AcrylzteSodium Acryloyidimedvy
Tawrate Copolymer, Gifric Acid, Squalane, Ceteareth-20, Dimethicone

Croespolymes, Chiorphenesin, Cetearyl Alcohol, Xanthan Gum,
Broad prtmm SPF 50 1,2-Hexanediol, Tocopherol Acetate, Caprylyl Glycal, Potassium Sorbate

UVA/UVE Protection -
Questions or Commenis?
1-B00-552-5060 (Mon-Fri Bzm-5pm EST) / info@wearspl.com
Distributed by: WearSPF, LLC
20 Commerce Street ‘ I|| ‘l‘
East Haven, CT 06312
NET WT. 3.4 FL.OL. / 100mL A P ;wea,wfm
Made in the ISA Sallsz Chels: b
ESSENTIAL SUNSCREEN SPF50
essential sunscreen spf50 lotion
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:57577-571

Route of Administration TOPICAL

Active Ingredient/Active Moiety




Ingredient Name Basis of Strength Strength
ZINC OXIDE (UNIl: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z) ZINC OXIDE 11.508 g in 100 mL
OCTINOXATE (UNIl: 4Y5P7MUD51) (OCTINOXATE - UNI:4Y5P7MUD51)  OCTINOXATE 8.22 g in 100 mL

Inactive Ingredients

Ingredient Name Strength
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
CHLORPHENESIN (UNII: I670DAL4SZ)
XANTHAN GUM (UNII: TTV12P4NEE)
SQUALANE (UNIIl: GW89575KF9)
ISODODECANE (UNII: A8289P68Y2)
POLYOXYL 20 CETOSTEARYL ETHER (UNII: YRC5285WUY)

HYDROXYETHYL ACRYLATE/SODIUM ACRYLOYLDIMETHYL TAURATE COPOLYMER (100000 MPA.S
AT 1.5%) (UNIl: 86FQE96TZ4)

1,2-HEXANEDIOL (UNII: TRO46Y3K1G)

WATER (UNIl: 059QFOKOO0R)

PENTYLENE GLYCOL (UNIl: 50C1307PZG)

CITRIC ACID MONOHYDRATE (UNIl: 2968PHWBQP)
CETOSTEARYL ALCOHOL (UNII: 2DMT128M1S)
PEG-40 MONOSTEARATE (UNIIl: ECU18C66Q7)
CYCLOMETHICONE 5 (UNII: OTHT5PCIOR)
DIMETHICONE (UNIIl: 92RU3N3Y10)

PHENYL TRIMETHICONE (UNIl: DROK5NOJ4R)
POTASSIUM SORBATE (UNII: 1VPU26JZZ4)

STEARYL ALCOHOL (UNII: 2KR89I4H1Y)
DIMETHICONE CROSSPOLYMER (UNIl: UF7620L1W6)
.ALPHA.-TOCOPHEROL ACETATE (UNII: 9E8X80D2L0)
PEG-10 DIMETHICONE (220 CST) (UNIl: 287GF3Y3WC)

Product Characteristics

Color white (Thick Lotion) Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description bRl S R
Date Date
1 NDC:57577-571- 100 mL in 1 TUBE; Type 0: Not a Combination 07/29/2024
01 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
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Labeler - mibar Laboratories (055359970)

Establishment
Name Address ID/FEI Business Operations
Milbar Labs, Inc. 195556790 manufacture(57577-571)
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