GENERAL PROTECTION- avobenzone,homosalate,octis alate,octinoxate,octocrylene aerosol,

spray
Cross-Brands Manufacturing LL.C

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.

Sea & Ski Cspray 50

SPF 50 Cspray



Comfort Trigger Spray

Drug Facts
ingredients Purpase
Avobenzone 3.0%, Homosalate 10.0%, }

Uotinaxate 7.5%, Dotisalate 5.0%, Sunsareen

Ootoorylene 5.0%

Uses. helps prevent sunburn  if used as directed with other sun
protaction measures (see Direclions), decreases the rigk of skin
cancer and early ekin aging caused by the sun

Warnings
+ For external use only » Do not use on damaged orbroken skin
this product = keep away from face to avoid breathing it
® kzep out of eyes. Rinse with water to remove = Stop use and ask a
lll‘.lll'g fﬂIth1 ooours * Keep I'.;lc: of I‘E“ ﬂllil:liﬂnl.‘;:nsmﬂnmd,
™ et medical help or contact a Poizon Control Center right away. »
BE_VOﬂd uv Caution: Flmilpnlln. Contents mnder pressare. Do not use near fire,
heat or while smoking. Do not puncture or incinerate, Store at
with IR-Guard™ temperature below T?E Fi50°C}. Use only as directed. Intentional

e e ——— Lnﬂrfaﬁ;:r}:;yrﬂf:tlﬂnratﬂly concentrating and inhaling the contents can be

Directions- spray liberally and spread evenly by hand 15 minutes
before sun exposure * hold container 4-6 inches from the skin to
apply. Rub in. * do not spray directly into face. Spray on hands and
then apply to face. Rub in. * do not apply in windy conditions * uss in
2 well-ventilated area » reapply: ® after 80 minutes of swimming or
sweating ® immediately after towel drying ® at least every 2 hours »
Sun Protection Measures. Spending ime in the sun increases your
rigk of 2kin cancer and early =kin aging. To decrease this rsk,
regularly use a sunscreen with a Broad Spectrum SPF value of 16 or

DR!_MIST higher and other sun protection measures including: ® imit time in the
sun, especially from 10 a.m, -2 ?.m. ® wear long- alesved shirts,

SUNSCREEN pants, hats and sunglasses ® Children under 6 months: Ask a doctor.

Other information « protsct this product fram

excessive heat and direst sun = may stain some fabrics,
wood, plastice, vinyl = for use on skin only.

ients
ide copolymer, akohol denatured, aloe
harbadensis leaf juice, argania spincsa, ascorbic acid,
cholecalciferl, fragrance, neopentyl
, octyldodecanol, PEG-16 macadamia
prapylens glyol, pyridoxine HCI, reting

mitate, silica, sodium pro rgc'rmmmpﬂ
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GENERAL PROTECTION

avobenzone,homosalate,octisalate,octinoxate,octocrylene aerosol, spray

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:71153-2007

Route of Administration TOPICAL




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
OCTISALATE (UNIL: 4X49Y0596W) (OCTISALATE - UNI:4X49 Y0596 W) OCTISALATE 5ginlg
HOMOSALATE (UNIL: VO6SV4M95S) (HOMOSALATE - UNIEV06SV4M95S) HOMOSALATE 10ginlg
O CTO CRYLENE (UNI: 5A68 WGF6 WM) (OCTOCRYLENE - UNIL:5A68 WGF6 WM) OCTOCRYLENE 5ginlg
O CTINO XATE (UNIE: 4Y5P7MUD51) (OCTINOXATE - UNIL:4Y5P7MUD51) OCTINOXATE 75g inlg
AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX) AVOBENZONE 3ginlg
Inactive Ingredients

Ingredient Name Strength

ALOE VERA LEAF (UNIE: ZY81Z83H0X) 0.1ginlg
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:71153-2007-1 170 g in 1 CAN; Type 0: Nota Combination Product 01/04/2017

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part352 01/04/2017

Labeler - cross-Brands Manufacturing LLC (080319350)

Establishment
Name Address ID/FEI Business Operations
Cross-Brands Manufacturing LLC 080319350 manufacture(71153-2007) , label(71153-2007)

Revised: 1/2019 Cross-Brands Manufacturing LLC
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