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Directions
+ Bpphy liberally 15 minutes before sun expasure

Immmialdy alfter towel drying
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lnactive ingredients

Winter, C13-15 Alkyl Berosts, Butyloctyl Salicylate,
Isadadecare, Lauryl PEG-8 Dimethicone, Polymsthylsilses-
quicocane, Cictyldadecyl Neopentancate, Propanedicl,
Caprylyl Methicone, Dimethicons, Macinamids, Lsuryl
PEG-10 Tz Trimethylziloxy slylethyl Dimethicone,
Trilsureth-4 Phosphate, Direthiconal/Pr i
Silicate Crosspolymes Allantoin, Bisabolol, Sodium Chioride,
Caprylyl Ghycol, Etbylhexylghycerin, Hexylene Glycal,
Pherrcyethancl, Triethooycapryhisiare, Tetrasodium Gluta-
mate Dizcetate, PEG-110 Sodium Hydroxide, Iron Owides
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Lses

+ Helpes prewent sunburn

+ i used as directed with other sun prolection
easres the risk ol skin
cancer and early siin aging oaused by the sun,
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DRUG FACTS

Active ingredisnts Purpose
L L O Sunscresn
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Warning

+ For external use only.
+ Do not wse on dan

o o broken shin

+ When wsing this product keep out of eyes.
Rings with Waler 10 remoe

+ Srap use and ask a doctor if skin rash ocours

« Keep out of resah of children. If swallowed, get
rvecical help or sontact & Poison Control Certer
Fight sy
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DRUG FACTS

Active ingredisnts Purpose
Zime: Onide 12%.__... Sunscresn
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Warning

+ For external use only.

+ Do not use on damaged or broken skdn

+ When wsing this product keep out of eyes.

Rings with Waler 10 remoe

+ Srap use and ask a doctor if skin rash ocours

« Keep out of resah of children. If swallowed, get
rvecical help or sontact & Poison Control Certer
Fight sy
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'If as directad with other sun protaction
[y bos of skin
cancer and early skin aging caused by the sun.
Warning
MADE e —
mmmwmmﬁ‘?m il
' swallowed,

el
Dermatologist Developed Hte ey

HUNSOMEEn a mgr
SPF 50+ et
Moisturizer B .
Sheer Mineral [E=ErEimrs iy

Mﬂmh:;ﬂﬂmmum:mml
Esaract, Lysalecithin, Sclerotium Gum, Lecithin, Ceteth-
Broad spectrum SPF 50+ 20, Phapyipropapel, Steareth 20, Puln, Xarihan
Infrared & blue light Tocophersi, Sodium Hydraxide. i
m“mm
100% mineral ﬁm I|I||ll||||l|
Distributed by: Derma Made 59201 1 0aF15 0z

151l oz (45 ml)

mmtm




ORGANYS DERMA MADE SHEER

zinc oxide lotion

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

Item Code (Source)

ZINC OXIDE (UNII: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z)

Inactive Ingredients

Ingredient Name

BUTYLOCTYL SALICYLATE (UNIl: 2EH13UN8D3)

CETETH-20 (UNII: I835H2IHHX)
PULLULAN (UNIl: 8ZQOAYULTT)
LECITHIN, SOYBEAN (UNIl: 1DI56QDM62)

POLYGLYCERYL-2 DIPOLYHYDROXYSTEARATE (UNII: 9229XJ4V12)

PHENYLPROPANOL (UNIl: 0F8970304M)

HYDROLYZED JOJOBA ESTERS (ACID FORM) (UNII: UDR641JW8W)

METHYLPROPANEDIOL (UNII: N8F53B3R4R)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
XANTHAN GUM (UNII: TTV12P4NEE)
ISOAMYL LAURATE (UNIl: M1SLX00M3M)
HEXYLENE GLYCOL (UNIl: KEHOA3F75))
TOCOPHEROL (UNIl: ROZB2556P8)

CETYL ALCOHOL (UNII: 936)JST6)CN)
ETHYLHEXYLGLYCERIN (UNIl: 147D247K3P)
GLYCERIN (UNII: PDC6A3CO00X)

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
WATER (UNII: 059QFOKOOR)
.ALPHA.-BISABOLOL, (+)- (UNIl: 105561733Z)
SQUALANE (UNIl: GW89575KF9)
CYCLODEXTRINS (UNIIl: 7E6SK9QDT8)
STEARETH-20 (UNII: LOQS8IK9EQS8)

Product Characteristics

Color white
Shape

Flavor

Contains

Packaging

Score
Size
Imprint Code

Basis of Strength
ZINC OXIDE

NDC:83612-1039

Strength
132 mg in1mL

Strength



# Item Code Package Description

NDC:83612- 45 mL in 1 BOTTLE, PUMP; Type 0: Not a

1 1039-1 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug M020

Labeler - Organys Beauty (077820778)

Revised: 10/2025

Marketing Start
Date

08/04/2021

Marketing Start
Date

08/04/2021

Marketing End
Date

Marketing End
Date
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