GENERAL PROTECTION- avobenzone,octinoxate,octis alate,octocrylene gel

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 30 Dry Gel

Sea & Ski SPF 30 Dry Gel Tube
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Drug Facts

A hm 3.0%, Octi 7.5%
WDDENZONE 3/ inoiate 7.5%,
Qctsalat 3.0% Ccocrylene 2.0% } Sunssreen

Uses- helps prevent sunburn « if used as directed with :
other sun prolection measures (see Direetions), decreases
the risk of skin cancer and early skin aging caused by the sun

Warnings

+ For external use anly + Do nof use on damaged or broken skin

« When using this gmd-u keep out of eyes. Rinse with :
water to remove « Stop use and ask a doclor if rash occurs =
+ Keep out of reach of children, If swallowed, get medical
help or contact 2 Poison Contral Carter right away.

Directions - apply linerally 15 minutes before sun
BXpOSUIE

+ reapply: w aftar B0 minutes of swimming or sweating

w immediately after towel drying = at kast every 2 hours

+Sun ction 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 gfectrum SPF value of 15 or higher and other

sun protection measures including: » Emit tima in the sun, =
especially from 10 am. = 2 p.m. = wear |ong-sleeved shirts, |
pants, hizts and sunglasses

w Children under & months: Ask a doctor.

(ther infarmation + pratect this product from excessiva
heat and direct sun - may stain some fabrics, wood,
plastics, vinyl * for use on skin only.

Inactive ingredients o
alos harbadensis leaf juice, butylene | ————

glyeol, drmdm fydantain,
Indopropynyl butylcarbamale, JHjobe | S ——
(simmondssa chinensis) extract, —
potassium hydrowide, PYMMA
dacadiene crosspolymer, T0COPReNY | —
(witamin E), water, xanthan qum —

——

Questions or comments? |—VF——=
Call 855-sea-n-ski _—g
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GENERAL PROTECTION



avobenzone,octinoxate,octisalate,octocrylene gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:71153-2012

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
OCTISALATE (UNIL: 4X49Y0596 W) (OCTISALATE - UNI:4X49 Y0596 W) OCTISALATE 3g in1mL
O CTINO XATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNIL:4Y5P7MUDS1) OCTINOXATE 7.5g in1mL
AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX) AVOBENZONE 3g inl1mL
OCTOCRYLENE (UNII: 5A6 8 WGF6 WM) (OCTOCRYLENE - UNI:5A6 8 WGF6 WM) OCTOCRYLENE 2g in 1mL
Inactive Ingredients
Ingredient Name Strength

XANTHAN GUM (UNI: TTV12P4NEE)
ALOE VERA LEAF (UNII: ZY817Z83H0 X)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:71153-2012-1 44 mL in 1 TUBE; Type 0: Not a Combination Product 02/01/2017

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
OTC monograph final part352 02/01/2017

Labeler - cross-Brands Manufacturing LL.C (080319350)

Establishment
Name Address ID/FEI Business Operations
Cross-Brands Manufacturing LLC 080319350 manufacture(71153-2012) , label(71153-2012)

Revised: 2/2017 Cross-Brands Manufacturing LLC
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