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Directions
+ Bpphy liberally 15 minutes before sun expasure

Immmialdy alfter towel drying
+ &l beast eviary 2 haurs.

+ Zun Protection Messures Spanditeg time in the sun
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aging. To decrease this risk, regularly usea
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h and other sun protection measures including:
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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 use on damaged or broken skin

+ When wsing this product keep out of eyes.
inge with water |0 remowe

+ Srap use and ask a doctor if skin rash ocours
« Keep out of resah of children. If swallowed, get

rivechicial help or sontact & Peisan Contrel Ceriler
Fight iy
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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 skin

+ 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 resch of children. If swallowed,
Fechcal help of contact & Poison Control Center
Fight sy
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OPEN
FORMULA

spf 50 tinted
moisturizer
100% mineral
broad spectrum

SPF 50 sunscreen
water resistant (80 min)

1.5floz[ 45 ml

DRUG FACTS

Active Ingredisnts Purpose
Zire: Qe 12%,

Uses

+ Hilps prevent sunburm

+ i used as directed with other sun protection

‘e risk of skin
cancer and sarly skin sging caused by the sun,

+ o echerrel uee only.
+ Do not wse on d or broken skin
+When thiis Lt ot of
using this peoduct keep eyes.
+B310p use and ask a docior if skin rash coours
+ Heep oulof reach of children. I swallowed, get
riedical help of contact a Pokson Contrel Center
right awry

Directions
+ Apply iberally 16 minutes before sun exposure
¥,

« imrediatedy alter towel
<nhmm'ﬂyzmul ek
+ SUn Protection Mesures fig T i this sun
Imraases your risk of skin cancer and early skin
aging. To this risk, regulary use &
sursereen with a Brosd Speatrum SPF value of 18 ar

your time in the sun, especl
+ WA I mmpnnn.n:!n.manmqum
+ Children Lhdar B monthe of Bk & .

insctive ingrediants
'Woaber, C12-15 Alloyl Berzoate, Butyloctyd Salicylate,
’ Laury| PEG-& Dimethizone, Palymethy

i q i Lauryl

oy hy Gluta-]
riaks Dizcatate, PEG-10 Sodium Hydraxide, Iron Osides.

Orthyr Information

Guestion or Commants?

Call (312) 512-9828, or

Email; askiopeniormulo.com
Distributed by: Opan Farmula

D Plaines, IL 60018




ORGANYS OPEN FORMULA TINTED

zinc oxide lotion

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:83612-1330
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ZINC OXIDE (UNIl: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z) ZINC OXIDE 132 mg in1mL

Inactive Ingredients

Ingredient Name Strength
POLYSORBATE 20 (UNIl: 7T1F30V5YH)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
WATER (UNIl: 059QFOKOOR)
NIACINAMIDE (UNII: 25X51I8RD4)
ETHYLHEXYLGLYCERIN (UNIl: 147D247K3P)
HEXYLENE GLYCOL (UNII: KEHOA3F75))
GLYCERIN (UNIl: PDC6A3C0OOX)

DIMETHICONOL/PROPYLSILSESQUIOXANE/SILICATE CROSSPOLYMER (450000000 MW) (UNII:
9KB5R958PB)

PROPANEDIOL (UNIl: 5965N8W85T)

TETRASODIUM GLUTAMATE DIACETATE (UNIl: 5EHL5014MY)
CARRAGEENAN (UNII: 5C69YCD2Y]))

SODIUM CHLORIDE (UNII: 451W471Q8X)

PHENOXYETHANOL (UNII: HIE492ZZ 3T)

PALMITOYL TRIPEPTIDE-1 (UNIl: RV743D216M)
.BETA.-TOCOPHEROL (UNII: 9U6A490501)
POLYMETHYLSILSESQUIOXANE (4.5 MICRONS) (UNIl: 59Z907ZB69)
PALMITOYL TETRAPEPTIDE-7 (UNIl: Q41S464P1R)
TRILAURETH-4 PHOSPHATE (UNIl: M96W20OLL2V)
BUTYLOCTYL SALICYLATE (UNIl: 2EH13UN8D3)
OCTYLDODECYL NEOPENTANOATE (UNII: X8725R883T)
ISODODECANE (UNII: A8289P68Y2)

.ALPHA.-BISABOLOL, (+)- (UNIl: 105561733Z)

BUTYLENE GLYCOL (UNIl: 3XUS85K0RA)

Product Characteristics

Color pink Score
Shape Size
Flavor Imprint Code

Contains



Packaging

# Item Code Package Description
1 NDC:83612- 45 mL in 1 BOTTLE, PUMP; Type 0: Not a
1330-1 Combination Product

Marketing Information

Application Number or Monograph
Citation

Marketing
Category

OTC Monograph Drug MO020

Labeler - Organys Beauty (077820778)

Marketing Start
Date

Marketing End
Date

04/29/2021

Marketing Start
Date

04/29/2021

Marketing End
Date

Registrant = Nanophase Technologies Corporation (623502044)

Establishment
Name Address ID/FEI Business Operations
Nanophase Technologies Corporation 050383046 api manufacture(83612-1330)
Establishment
Name Address ID/FEI Business Operations
Nanophase Technologies Corporation 118812921 manufacture(83612-1330), pack(83612-1330)
Establishment
Name Address ID/FEI Business Operations

Nanophase Technologies Corporation

Revised: 10/2024

623502044 api manufacture(83612-1330) , manufacture(83612-1330)
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