GENERAL PROTECTION- avobenzone,homosalate,octinoxate,octis alate,octocrylene lotion
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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Drug Facts
Active ingredients Purpose

Avohenzane 3.0%, Homosalste 10.0%,
Octinoats 7,55, Dctisalats 5.0%, Sunscrasn
Detocrylens 5,0%

Uises « neips prevent suribum = If csed a5 directed with otoer sun
protection measunes (st Diractions), oecreases the risk of skin cancer
g early skin 2ging caused by the sun

« For external use only = Do nol use on damugd or hroken skin
*When Lnln!ﬁluhls product keep out of nﬁts nsa with water
to ramaoye = Stop use and ask a doctor if rash occurs - Keep

oul of reach of children, If swallowed, et medical halp o
contact a Poisan Control Center right away.

Directions apply Sberally 15 minutes before sun expasure
+ reapply: = after 80 minutes of swimming or sweating

= immediately after towel drying » at least every 2 hours

+ Sun Protection Measures. Spending time in the sun
increases your risk of skin cancer and early skin 'ﬁlnu.

dacrease this risk, regularly use 2 sunscreen with a Broad
Specirum SPF value of 15 or higher and tker sun pratection
measures including: = Bmit time in the sun, espesially from 10
a.m. -2 p.m. = wear long-slasved shirts, pants, hats and
sunglasses = Children under & months: Ask 3 doctor.

Dther fformation + prolect ks procuc! from excessive heal and
i{ﬂn;* may stain some fabrics, wood, plastics, vinyl + for use on
N anfy.

Inactive
SUNSCREEN acrylates e 1, acrylabesC10-30 alk acrylaie
LOTION crosspolymer, aloe barbadensis beaf juice, arpania spinosa,
ascorbic acid, carbomer, cholecalciferal, dimethicons, disodium
EDTA, athylbexyl palmitats,
atfylhexy ulruurlr;i m&a&Tg ghycarin,
IOy proYy| uise,
negpentyl nmul diheptancate,
octyldodecanol, PEG-16 macadamia
plycerides, phencocyethanal, propylane
ghycol, pyridaxine HCL ratingd palmitate,
silica, sodivm propoxyhydroxypropy!
thicsulfate silica, sorbitan mono pleste,
shyrene/ acrytates copolymer, tacophery!
acetate, triethanolaming, water, zea

Broad Spectrum SPF 50
WATER RESISTANT
(80 MINUTES)

1.5 FL OZ (44mL)




GENERAL PROTECTION

avobenzone,homosalate,octinoxate,octisalate,octocrylene lotion

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:71153-2013

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

Basis of Strength  Strength

HOMOSALATE (UNIL: VO6SV4M95S) (HOMOSALATE - UNIEV06SV4M95S) HOMOSALATE 10 g in 1mL
OCTINO XATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNI4Y5P7MUDS1) OCTINOXATE 7.5g in 1mL
OCTISALATE (UNIL: 4X49Y0596 W) (OCTISALATE - UNI:4X49 Y0596 W) OCTISALATE 5g in 1mL
O CTO CRYLENE (UNII: 5A6 8 WGF6 WM) (OCTOCRYLENE - UNII:5A6 8 WGF6 WM) OCTOCRYLENE 5g in1mL
AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX) AVOBENZONE 3g in1mL
Inactive Ingredients

Ingredient Name Strength
ALOE VERA LEAF (UNII: ZY81Z83H0 X)
GLYCERIN (UNII: PDC6A3C00X)
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:71153-2013-1 44 mL in 1 TUBE; Type 0: Not a Combination Product 02/01/2017

Marketing Information
Marketing Category  Application Number or Monograph Citation

OTC monograph final part352 02/01/2017

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

Marketing Start Date Marketing End Date

Establishment
Name Address ID/FEI Business Operations
Cross-Brands Manufacturing LLC 080319350 label(71153-2013) , manufacture(71153-2013)

Revised: 2/2017

Cross-Brands Manufacturing LLC
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