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Drug Facts
Active Ingredients: Purpose:
Avobenzone 2.7%, Octinoxate 6.7%,
Octisalate 4.5%, Octocrylene 4.5%. ...................5UNSCreen

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 10 remove. Stop use and ask
a doctor if rash occurs. Keep out of reach of children. If
product is swallowed, get medical help.

Directions: » Apply liberally 15 minutes before sun exposure
» Use a water-resistant sunscreen if swimming or sweating or
immediately after towel drying « Reapply: =at least every 2
hours. « Sun Protection Measures. Spending time in the
sun increases your risk of skin cancer and early skin aEing.
To decrease the risk, regularly use a sunscreen with a broad

MADE IN THE USA. PABA FREE.
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1.01l. oz. (28 mL.) BROAD SPECTRUM SPF 50 Unscented Sunscreen Lotion

Drug Facts (Continued)

spectrum SPF of 15 or higher and other sun protection
measures including: « Limit time in sun, espacially from 10
am. -2 p.m. = Wear long-sleave shirts, pants, hats, and

sunglasses. = Children under six months of age: Ask a doctor.

Inactive Ingredients: Watar, Cetaary! Alcohal {and)
Pysorbata 60, Shas Butter, Stearic Acid, Ethylhaxy!

Palmitate, Titanium Dioxide, Sunflower Qil, Phenaxysthanal,

Vitamin E, h-.*ﬂprnpgl Isostaarate, Fragrance, Potassium
Sorbate, Xanthan Gum, Sodium Bonzoate, Benzoic Acid,
Disodium EDTA, Dehydroacetic Acid

Other Information: » Protect this product from excessiva
heat and dirsct sun.

Questions? 1.800.611.4270

DISTRIBUTED BY: (COMPANY NAME)
(COMPMANY CITY, STATE ZIP)
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spf 50 broad spectrum sunscreen lotion

‘ Product Information



Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
OCTOCRYLENE (UNII: 5A68WGF6\WM) (OCTOCRYLENE - UNII:5A68WGF6VWM)
AVOBENZONE (UNIl: G63QQF2NOX) (AVOBENZ ONE - UNII:G63QQF2NOX)
OCTINOXATE (UNII: 4Y5P7MUD51) (OCTINOXATE - UNII:4Y5P7MUD51)
OCTISALATE (UNII: 4X49Y0596W) (OCTISALATE - UNII:4X49Y0596W)

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QFOKOOR)
SHEA BUTTER (UNII: K49155WL9Y)
SUNFLOWER OIL (UNIl: 3W1JG795YI)
.ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)
ISOPROPYL ISOSTEARATE (UNIl: C67IXBOY7T)
ETHYLHEXYL PALMITATE (UNII: 2865993309)
STEARIC ACID (UNII: 4ELV7Z 65AP)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
COCONUT OIL (UNIl: Q9LOO73W7L)

NDC:76309-551

Basis of Strength  Strength

OCTOCRYLENE
AVOBENZONE
OCTINOXATE
OCTISALATE

Packaging

# Item Code Package Description Marke;::tge Start

1 IE\)IEI)ch_:O716309- g?or;uLcitn 1 BOTTLE; Type 0: Not a Combination 01/01/2019

2 gf_l))lc_:1796309- g?or;uLcitn 1 BOTTLE; Type 0: Not a Combination 01/01/2019

3 l;l?f_b726309- g?or;uLcitn 1 BOTTLE; Type 0: Not a Combination 01/01/2019

a EEI)DlC_:()7f309- ;rlc?chLt in 1 BOTTLE; Type 0: Not a Combination 01/01/2019

5 gllec.:()786309_ g?ngth in 1 BOTTLE; Type 0: Not a Combination 01/01/2019

6 I;|5ch_:5716309— g(r)o?ul_citn 1 TUBE; Type 0: Not a Combination 01/01/2019

7 2‘?&5716309_ i?onicrtnL in 1 POUCH; Type 0: Not a Combination 01/01/2019

8 22&726309_ g?o(ljzjcrtr:\L in 1 POUCH; Type 0: Not a Combination 01/01/2019

Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date

OTC Monograph Drug MO020 01/01/2019

4.5¢g in 100 mL
2.7 g in 100 mL
6.7 g in 100 mL
4.5¢g in 100 mL

Strength

Marketing End
Date

12/31/2020

Marketing End
Date



Labeler - snugz/usa, LLC (615959228)

Registrant - snugz/usa, LLC (615959228)

Establishment
Name Address ID/FEI Business Operations
SnugZ/USA, LLC 615959228 manufacture(76309-551)

Revised: 12/2023 SnugZ/USA, LLC
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