
PHOTO FINISH PROTECT BROAD SPECTRUM SPF 45 PRIMER- avobenzone, homosalate,
octinoxate, octisalate, and octocrylene cream  
SMASHBOX BEAUTY COSMETICS, 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.
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PHOTO FINISH PROTECT BROAD SPECTRUM SPF 45 PRIMER
Drug Facts

Active Ingredients
Avobenzone 3.0%
Homosalate 10.0%
Octinoxate 7.0%
Octisalate 4.0%
Octocrylene 8.0%

Purpose
Sunscreen

Uses
helps prevent sunburn

Warnings
For external use only
Do not use on damaged or broken skin

When us ing this  product keep out of eyes. Rinse with water to remove.

Stop use and ask a doctor if rash occurs

Keep out of reach of children. If product is swallowed, get medical help or contact a Poison Control
Center right away.

Directions
For sunscreen use:

apply liberally and evenly 15 minutes before sun exposure
apply to all skin exposed to the sun
reapply at least every two 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 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



Dimethicone, Polymethylsilsesquioxane/Silica Crosspolymer, Talc, Stearyl Dimethicone, Polysilicone-
11, Butyloctyl Salicylate, Silica, Dimethiconol, BHT, Phenoxyethanol, Mica <ILN46784>

Other information
protect the product in this container from excessive heat and direct sun
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Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:10 348 -0 17

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 0 .0 30 3 g  in 1 mL

HO MO SALATE (UNII: V0 6 SV4M9 5S) (HOMOSALATE - UNII:V0 6 SV4M9 5S) HOMOSALATE 0 .10 1 g  in 1 mL

O CTINO XATE (UNII: 4Y5P7MUD51) (OCTINOXATE - UNII:4Y5P7MUD51) OCTINOXATE 0 .0 70 7 g  in 1 mL

O CTISALATE (UNII: 4X49 Y0 59 6 W) (OCTISALATE - UNII:4X49 Y0 59 6 W) OCTISALATE 0 .0 40 4 g  in 1 mL

O CTO CRYLENE (UNII: 5A6 8 WGF6 WM) (OCTOCRYLENE - UNII:5A6 8 WGF6 WM) OCTOCRYLENE 0 .0 8 0 8  g  in 1 mL

Inactive Ingredients
Ingredient Name Strength

Dimethico ne  (UNII: 9 2RU3N3Y1O)  

Ta lc  (UNII: 7SEV7J4R1U)  

Stea ryl Dimethico ne ( 4 0 0  MPA.S a t 50 C)  (UNII: R327X19 7HY)  

Dimethico ne/Vinyl Dimethico ne Cro sspo lymer ( So ft Pa rtic le)  (UNII: 9 E4CO0 W6 C5)  

Butylo ctyl Sa licyla te  (UNII: 2EH13UN8 D3)  

Silico n Dio xide  (UNII: ETJ7Z6 XBU4)  

Butyla ted Hydro xyto luene  (UNII: 1P9 D0 Z171K)  

Pheno xyetha no l  (UNII: HIE49 2ZZ3T)  

Mica  (UNII: V8 A1AW0 8 8 0 )  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:10 348 -0 17-0 1 1 in 1 CARTON 11/15/20 19

1 30  mL in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct

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

OTC MONOGRAPH NOT FINAL part352 11/15/20 19

Labeler - SMASHBOX BEAUT Y COSMET ICS, INC (945344414)

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

ESTEE LAUDER COMPANY, THE 8 28 534516 RELABEL(10 348 -0 17) , REPACK(10 348 -0 17)

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



SMASHBOX BEAUTY COSMETICS, INC

ESTEE LAUDER COSMETICS, LTD 2446 6 9 714 MANUFACTURE(10 348 -0 17)

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

ESTEE LAUDER COSMETICS, LTD. 20 29 529 8 2 MANUFACTURE(10 348 -0 17)

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

ESTEE LAUDER N.V. 370 151326 MANUFACTURE(10 348 -0 17)

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

LEN-RON MANUFACTURING DIVISION OF ARAMIS INC 8 0 9 771152 MANUFACTURE(10 348 -0 17)

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

NORTHTEC INC 9 438 71157 RELABEL(10 348 -0 17) , REPACK(10 348 -0 17)

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

PADC 1 9 49 26 4774 RELABEL(10 348 -0 17) , REPACK(10 348 -0 17)

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

WHITMAN LABORATORIES, LTD. 216 8 6 6 277 MANUFACTURE(10 348 -0 17)

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

ESTEE LAUDER COSMETICS, LTD 25517558 0 MANUFACTURE(10 348 -0 17)

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

Ko lmar Labo ra to ries, Inc . 0 0 153510 3 MANUFACTURE(10 348 -0 17)
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