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Big Is land Bas ics  Lip Balm SPF 15 Sunscreen
Drug Facts

Active Ingredients 
Avobenzone    2.0%
Octinoxate      6.5%
Octisalate       5.0%
Octocrylene    1.5%

Purpose

Avobenzone      Sunscreen
Octinoxate        Sunscreen
Octisalate         Sunscreen
Octocrylene      Sunscreen

Uses • Helps prevent sunburn

Warnings 
For external use only • Do not use on damaged or broken skin. 
Stop use and ask a doctor if rash occurs. When us ing this  
product keep out of eyes .  Rinse with water to remove. 
Keep out of reach of children. If swallowed get medical help
or contact Poison Control Center right away. For children 
under 6 months  of age ask a doctor before use.
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 time in the
sun, especially from 10 a.m. - 2 p.m. wear long-sleeved shirts, pants,
hats, and sunglasses

Inactive Ingredients 
Sunflower Oil*, Beeswax, Extra Virgin Olive Oil*, Flavor, Tocopherol,
Hemp Seed Oil*, Rosemary Leaf Extract, Aloe Vera Leaf Extract, Soybean
Oil, Sunflower Seed Oil Glycerides, Canola Oil, *Certified Organic

Other Information: Protect this product from excessive
heat and sun.
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Raining Rose, Inc.

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:6 56 9 2-10 0 5

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

AVO BENZO NE (UNII: G6 3QQF2NOX) (AVOBENZONE - UNII:G6 3QQF2NOX) AVOBENZONE 20  mg  in 1 g

O CTINO XATE (UNII: 4Y5P7MUD51) (OCTINOXATE - UNII:4Y5P7MUD51) OCTINOXATE 6 5 mg  in 1 g

O CTISALATE (UNII: 4X49 Y0 59 6 W) (OCTISALATE - UNII:4X49 Y0 59 6 W) OCTISALATE 50  mg  in 1 g

O CTO CRYLENE (UNII: 5A6 8 WGF6 WM) (OCTOCRYLENE - UNII:5A6 8 WGF6 WM) OCTOCRYLENE 15 mg  in 1 g

Inactive Ingredients
Ingredient Name Strength

SUNFLO WER O IL (UNII: 3W1JG79 5YI)  

YELLO W WAX (UNII: 2ZA36 H0 S2V)  

O LIVE O IL (UNII: 6 UYK2W1W1E)  

TO CO PHERO L (UNII: R0 ZB2556 P8 )  

CANNABIS SATIVA SEED O IL (UNII: 6 9 VJ1LPN1S)  

RO SEMARY (UNII: IJ6 7X351P9 )  

ALO E VERA LEAF (UNII: ZY8 1Z8 3H0 X)  

SO YBEAN O IL (UNII: 241ATL177A)  

SUNFLO WER O IL MO NO GLYCERIDES  (UNII: ZVW8 EIZ3IE)  

CANO LA O IL (UNII: 331KBJ17RK)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:6 56 9 2-10 0 5-1 17 g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 0 4/0 1/20 20

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph fina l part352 0 4/0 1/20 20

Labeler - Raining Rose, Inc. (083819404)

Registrant - Raining Rose, Inc. (083819404)
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