
SS-TMPFL- bs  spf30 spray - dl spray  
Tropical Enterprises  International, Inc.
Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

----------

SPF30 BROAD SPECTRUM SPRAY 
FORMULA # SS-TMPFL

DOSAGE AND ADMINISTRATION
Directions: Apply liberally and evenly 15 minutes before sun exposure. Reapply after 80 minutes of
swimming or sweating, immediately after towel drying, AND at least every 2 hours.

Inactive Ingredients: Alcohol Denatured, Sorbeth-2 Hexaoleate, Acrylates/, Octylacrylamide
Copolymer

Other Information:
Protect product from excessive heat and direct sun.

Keep out of reach of children. If product is swallowed seek immediate medical attention or contact a
Poison Control Center right away.

Purpose: Sunscreen

WARNINGS: Skin Cancer/Skin Aging Alert: Spending time in the sun increases your risk of skin
cancer and early skin aging. This product has been shown only to prevent sunburn not skin cancer and
early skin aging.

For external use only.
When us ing this  product avoid contact with eyes . If contact with eyes occurs, flush with water to
remove.

Stop use and ask a doctor if irritation or rash develops and persists.

Active Ingredients
Avobenzone 3%

Octocrylene 8%

Questions? Call



SS-TMPFL  
bs spf30 spray -  dl spray

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:58 418 -0 0 1

Route  of Adminis tration TOPICAL

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

O CTO CRYLENE (UNII: 5A6 8 WGF6 WM) (OCTOCRYLENE - UNII:5A6 8 WGF6 WM) OCTOCRYLENE 1.9 8  g  in 30  mL

AVO BENZO NE (UNII: G6 3QQF2NOX) (AVOBENZONE - UNII:G6 3QQF2NOX) AVOBENZONE 0 .7425 g  in 30  mL

Inactive Ingredients
Ingredient Name Strength

ACRYLATE/ISO BUTYL METHACRYLATE/N-TERT-O CTYLACRYLAMIDE CO PO LYMER ( 7 50 0 0  MW)  (UNII:
JU3XHR8 VWK)  

SO RBETH-12  HEXAO LEATE (UNII: F3ECF77W74)  

ALCO HO L (UNII: 3K9 9 58 V9 0 M)  

Product Characteristics
Color white Score     

Shape Siz e

Flavor Imprint Code

Contains     



Tropical Enterprises International, Inc.

Packaging

# Item Code Package Description Marketing
Start Date

Marketing  End
Date

1 NDC:58 418 -
0 0 1-10 10  mL in 1 BOTTLE, SPRAY; Type 0 : No t a  Co mbinatio n Pro duct 10 /0 1/20 18

2 NDC:58 418 -
0 0 1-0 1 30  mL in 1 BOTTLE, DISPENSING; Type 0 : No t a  Co mbinatio n Pro duct 10 /0 1/20 18

3 NDC:58 418 -
0 0 1-0 2 6 0  mL in 1 BOTTLE, DISPENSING; Type 0 : No t a  Co mbinatio n Pro duct 10 /0 1/20 18

4 NDC:58 418 -
0 0 1-0 4 120  mL in 1 BOTTLE, DISPENSING; Type 0 : No t a  Co mbinatio n Pro duct 10 /0 1/20 18

5 NDC:58 418 -
0 0 1-12 36 0  mL in 1 BOTTLE, PUMP; Type 0 : No t a  Co mbinatio n Pro duct 10 /0 1/20 18

6 NDC:58 418 -
0 0 1-0 8 240  mL in 1 BOTTLE, DISPENSING; Type 0 : No t a  Co mbinatio n Pro duct 10 /0 1/20 18

7 NDC:58 418 -
0 0 1-16 48 0  mL in 1 BOTTLE, PUMP; Type 0 : No t a  Co mbinatio n Pro duct 10 /0 1/20 18

8 NDC:58 418 -
0 0 1-6 4 19 20  mL in 1 BOTTLE, PUMP; Type 0 : No t a  Co mbinatio n Pro duct 10 /0 1/20 18

9 NDC:58 418 -
0 0 1-28 38 40  mL in 1 BOTTLE, PUMP; Type 0 : No t a  Co mbinatio n Pro duct 10 /0 1/20 18

10 NDC:58 418 -
0 0 1-70 21120 0  mL in 1 DRUM; Type 0 : No t a  Co mbinatio n Pro duct 10 /0 1/20 18

11 NDC:58 418 -
0 0 1-32

1228 8 0 0  mL in 1 CONTAINER, FLEXIBLE INTERMEDIATE BULK; Type 0 :
No t a  Co mbinatio n Pro duct 10 /0 1/20 18

12 NDC:58 418 -
0 0 1-25

9 6 0 0 0 0  mL in 1 CONTAINER, FLEXIBLE INTERMEDIATE BULK; Type 0 :
No t a  Co mbinatio n Pro duct 0 4/24/20 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 no t fina l part352 10 /0 1/20 18

Labeler - T ropical Enterprises  International, Inc. (091986179)

Registrant - T ropical Enterprises  International, Inc. (091986179)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

Tro piica l Enterprises Internatio nal, Inc . 0 9 19 8 6 179 manufacture(58 418 -0 0 1) , label(58 418 -0 0 1) , pack(58 418 -0 0 1)
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