GENERAL PROTECTION- avobenzone,homosalate,octis alate,octocrylene,octinoxate 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.
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Sea & Ski SPF 50 Sport CSpray



Comfort Trigger Spray

SEA*SKI® Sport Dri-Mist SPF 50

Drug Facts

Active mgmdienfs Purpose
Avobenzone 3.0%, Homosalats 10.0%, }

Octinoxate 7.5%, Octisalate 5.0%, Sunscreen

Octocrylenes 5. 0%

Hﬂsr helps prevent sunbum * if used as directed with ather sun
profection measures (see Direefions), decreasss the nsk of skin
cancer and early ekin aging caused hyrt'ha sUn

Warmnys
« For external nse only « Do not use on damaged or broken skin -~
« When Iti} his product ®keep away from to avoid breathing it
'keap out of eyes. Rinse with water to remove » Stop use and ask a
= 'E ?JSE xlmursv Keep nplI of ncam uflccllllml Iﬁ swallowed,
o et medical help orcontact a Poison Control Genter nght away. =
Beyﬂnd uv E [Il“+| Im'lliﬂha E[I]nth under pressure. Do ngt use near firg,
T eat or while smoking. Do not puncture or incinerate. Store at
with IR-Guard™ temperature below 122°F (60" Gl; lge only as directed. Intentional
Infrared Protection Lnl;#selb].r rf:lggljuamtaly concentrating and inhaling the contents can be
ammful or

H.I'l'ﬂ-‘f.l'ﬂﬂf'spmy liberally and epread 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 faze. Rub in. » do not appglln windy conditions + use in
a well-ventilated area = reapply: ® after 80 minutes of swimming or
smahn immedi ately af'har towel drying ® at least every 2 hours +
n%ﬂ:ﬂ Measmres. Spending time |n the sun |ncraasasynur
nsk of skin cancer and early skin aging. To decrease this rigk,
regularly use a sunscreen with a Bro Spectmm SPF value of 150r
DR’ M’ST higher and other sun protection measures including: ® limit tme in the
= sun, especially from 10 a.m. - 2 |JI'I1 ® wear long- sleeved shirts,
SUNSCREEN pants, hats and sunglasses = Children under & months: Ask a doctar.

Dther information » protect this product from
enzessive heat and direct sun » may etain some fabrics,
wood, plaetice, vinyl * for use on skin anly.

Inactive ingredients
acrylates/o lanrylamldem olymer, alcohol denatured, aloe
barbadensis leaf juica, a plnus aseorbic acid,
cholecalcifaral, naupunt)l Iveol diheptanoats,
octyldodecanal, PEG—1BrnamJ:IamIa Iycerides,
propylane glycol, pyridadna HEI, retllg;l palmitate,
sllica, sodium propaxyhydroxypropyl thiosulfate

Broad Spectrum SPF 50 silica, tocopheryl acetate, zea mays (corn) oil

WATER RESISTANT Questions or comments? cal
(80 MINUTES} PR K (e T -MIB) x xmi

Sea & Ski® i3 a trademark of Faulding Healihcare (IP) Holdings, Inc. and is wsed under license
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Distribusta by: Groze-Brands Manufacturing, LLC
851 Greensboro Rd., Cocoa, FL 32926
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GENERAL PROTECTION

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

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:71153-2009

Route of Administration TOPICAL




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
HOMO SALATE (UNII: V06SV4M95S) (HOMOSALATE - UNIEV06SV4M95S) HOMOSALATE 10ginlg
AVOBENZONE (UNIL: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX) AVOBENZONE 3ginlg
O CTINO XATE (UNIE: 4Y5P7MUD51) (OCTINOXATE - UNIL:4Y5P7MUDS51) OCTINOXATE 75g inlg
O CTO CRYLENE (UNI: 5A68 WGF6 WM) (OCTOCRYLENE - UNIL:5A6 8 WGF6 WM) OCTOCRYLENE 5ginlg
OCTISALATE (UNIL: 4X49Y0596W) (OCTISALATE - UNI:4X49 Y0596 W) OCTISALATE 5ginlg
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:71153-2009-1 170 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 label(71153-2009) , manufacture(71153-2009)

Revised: 1/2017 Cross-Brands Manufacturing LLC
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