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.

Sea & Ski SPF 70 Kids

Sea & Ski SPF 70 CSpray

Comfort Trigger Spray

SEA%SKI® Kids Dri-Mist SPF 70
Drug Facts

Active ingredients Pumose

Avobenzone 3.0%, Homosalate 15.0%%,

® Octinoxate 7 5%, Octisalate 5.0%, Sunscreen
Octocrylene 8.0%
Uses- helpe prevent sunbum = if used as directed with other sun
protection measures {ses DieElioNs), decreasas the risk of skin

cancer and early skin aging caused by the sun
W -ﬂﬁ
« For external use only = Do not use on dama}gﬁél or broken skin
« When using this product = keep away from to avoid breathing it
u jzap out of eyes. Hlnsn with water to remove = Stop use and ask a
ST T
™ et medical help or contact a Poison Control Center right away. =
® Beyond uv gﬂ.ﬂ]ﬂl Flammable. Contents under pressure. Do not use near fire,
.l eee II heat or while smoking. Do not puncture or incinerate. Store at
with IR-Guard™ ternperature below 122F (50°C). Uss only as directed. Intentional

I' miguse by deliberately concantrating and inhaling the contents can be
Infrared Protection mmm?rfﬂm. . | .

‘e ] "‘ - =
Directions - spray liberally and spread evenly by hand 15 minutes
before sun exposure * hold container 4-6 inches from the skin to
aﬁply. Rub in. = do not spray directly into face. Spray on hands and
then apply to face. Rub in. * do not apply in windy conditions = use in
a well-ventilated area » reapply: ® after 80 minutes of swimming or
gweal nﬂe immediately after towel d ng " at least every 2 hours =
Sun Protectien Measures. Spending time in the sun increases your

rigk of gkin cancer and eary skin aging. To decrease this risk,
regularly use a sunscreen with a Broad Spectrum SPF value of 15 or

DR’ M’ST higher and other sun protection measures including: ® limit time in the
) sun, especially from 10 a.m. —2 p.m. ® wear long- sleeved shirts,

SUNSCREEN pants, hats and sunglassas ® Children under & months: Ask a doctor.

Sea & Skr¥ g 3 Trademuark of Faulding Healthcare [P) Holdings, Inc. and Iz used under hicense

Other information « protect this product from
excessive heat and direct sun » may stain eome fabrics,
woad, plagtics, vinyl -f_nr use on ekin only.
Inacﬁm ingredients

agg lacrylamide nnﬁ:lymar alcohol denatured, aloe
adensk afjulna argan splncﬁa. ascorhic acid,
cholecalciferal, fragrance, neope hu:ul
diheptancate, octydod a:anul P rnanaﬂamta
glycerides, propylens ghycal, pyrbiccdna HEC, retiyl
ﬂ_lajmrtata , ilica, sodium prop

raypropy
Broad Spectrum SPF 70 Insulfa]n_slllca,tumpharylan marrays:mm: ail
WATER RESISTANT gnes!‘rﬂ or comments? cal
(80 MINUTES) 5-sea-n-ski (855-732-6754) or visit
: : www.saanski.com.

Disiritwted by: Groge-Brande Manufacturing, LLC
851 Greenshoro Ad., Cocoa. FL 32426
NET WT. 6 OZ. (170g) WWW.SCANSKI.COM Mas in 5.4,

TC/DOT-2P MBT03




GENERAL PROTECTION

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

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:71153-20 10

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
HOMO SALATE (UNIL: V06SV4M95S) (HOMOSALATE - UNIEV06SV4M95S) HOMOSALATE 15ginlg
OCTINOXATE (UNI: 4YSP7MUDS1) (OCTINOXATE - UNIL4Y5P7MUDS1) OCTINOXATE 75g inlg
AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX) AVOBENZONE 3ginlg
OCTISALATE (UNIE: 4X49Y0596W) (OCTISALATE - UNI:4X49 YO596W) OCTISALATE 5ginlg
O CTO CRYLENE (UNIE: 5A68 WGF6 WM) (OCTOCRYLENE - UNI:5A68 WGF6 WM) OCTOCRYLENE 8ginlg
Inactive Ingredients

Ingredient Name Strength

ALOE VERA LEAF (UNIE: ZY81Z83H0 X) 0.1g inlg
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:71153-2010-1 170 g in 1 CAN; Type 0: Not a 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(71153-2010) , manufacture(71153-2010)

Revised: 1/2017 Cross-Brands Manufacturing LLC
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