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[ Directions
| = shake veall elore asch use
= apply lizarally 15 minutes before sun aaposura
| = reapply:
| = al‘f&r A0 v ek af Swirneming ar swesting
= rerrediately after tawel drying
= a1 least evary 2 hours
| = Sun Protection Measures, Spending limein the sun
| Ecredses vouwr risk of skin cancer and early skin
aging. To decrease this rigk, regulas by use 3
sungeraen with & braad spectrum SPF vaklie ol 15 or
higher and othes Sun protection mmsun‘:sincludir?:
| = liarwit pour time in the sun, especially Froem 10am. - 2 pomy
s wedr lang-sledved shirls, pants, hats, and sunglasbes
| = childrenunder B months of age: &8k a doctor,
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Usas

= Halps prayvent surdum

= if uBed &5 directed with ather aun protecton
mieasures [2ee Directions), deciassss the risk of skin
cancar amd early skin aging caused by the sun,
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fnactive ingredients

Wazer, C12-15 Alkyl Senzoate, Buiyloctyl Salicylabe,
lsododecans, Lauryl PEG-8 Dimethicone, Palymethylsilses-
guieeang, Octyldadecy| Meapentancate, Fropanedial,
Caprybd Methicors, Dimethicone, Miscirarmide, Laurygd
FEG-10 Tris{ Trmethylsiloxy] sitdethyl Dimeshicons,
Trilaureth -4 Phosphate, Bimethiconol Propy ki kesquiaxane/
Silicate Crasspolyrmes, Allaatain, Bisabalol, Sadiven Chiloride,
Capryhyl Glyccl, Ethlhenabecerin, Hexylene Glyool,
Phencayethanol, Trethacycapryhdzilare, Tebasodivm Gluts
Mg Diacetate, PEG-10, Sodium Hpdrosida, [rgn Oxidas,
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DRUG FACTS

Active ingrediants Purposs
Znc Dxide 127%, BUMSEreEn
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Waming

= For axternal use only.

= Do not use on damaged oF Broken skin

= Whesn using this product keep out of eyes,
Rinee with watar [o remove

= BUop use and ask a doctor [f skin rash cGours

- Keep out of reach of children. |t swallowed, get
medical help or contact 8 Potzen Contral Center
Tight aveay
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DRUG FACTS

Active ingrediants Purposs
Znc Ouide 12%, SUnEaresn
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Warning

= For external use anly.

= Do not use on damaged oF Broken skin

= Whesn using this product keep out of eyes,
Rinee with watar [o remove

= BUop use and ask a doctor [f skin rash cGours

- Keep out of reach of children. |t swallowed, get
medical help or contact 8 Potzen Contral Center
Tight aveay
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i (DRUG FACTS )
Astive ingredients Purposs
Zine Oxide 12% SUrECreen
Uses

= HalpE pravent eurum
Iruaeda&dlracled with ather sun protectian
measures [see Directions), decraases tha risk of skin
cacar and ealy skin Aging caused by the sun,

Fnraugetndme anly.

= Do ot use 0N darraged of broken skin
= When using this product keep out of eyes
erm with water toremove
1og s and ask 8 dastor if skin rash coours
mom of reach of children. If swallowad, get

ical help or contact & Poison Contral Center
Dermatologist Developed Unsoentend | Doty

Directions
= shake wall Balores esch use
- appry lierally 15 minutes before sun expasure

~a ter A0 minutes of swimering or sweating
s imnediately after tawel drying
a8l mlmwzhm
- Bun Protection Measures. Ingualman the sun
e ritihe ol shin caneer and sarly skin
aging. Ta ﬁ&’e

SPF 50 aes this sk regularly e 4
+ sunscreen with a broad spectrirm vakie af 15 or
P:%th!r el ot sun ptmummmsuulmmr?
n - ','our time in the Sun, especially from 10 am o1
lang-sleeved shirts pants, hats, and sunglasses
Moisturizer e s e g ks e
Inactive ingredients
X L Water, C12-15 Albuyl Benzoate, Butyocty| Salicylate,
Tinted Minera ododecane. Lrgl PEC-E D, Ponthyh s
cuiloxaneg, Ootylsadecyl Meopentancate, Fropanadiol,
Czpryk Methicons, Dimethicone, Misciramide, Lawrgd

Broad spectrum SPF 50+ e e
sunscreen Silicabe Crasspalymes. Allentain, Bisabalal, Sedivm Chiaride,
Capryld Glycel, Ettdhenglabyrann, Heuylene Glyeol,
Phencayethanol, Triethoeycapryhdsdars, Tetrasodism Glute
Infr_’? re_'tj_ & b|l.|E "ght mate Diacetate, PEG-10. Sodium Hydraside, [ron Oxades,
protection Fon
Protact the progduct in this contener from axcessive
Water resistant | bt and direct surn
(80 minutes) Dyaeation or Comemems? "“ I
mtamam—am.ur
100% mineral Emad: supportidermamade.com  871s#201 70071375
1.5 floz L'tI-E mil Dt ributed bgrDumnMMmg!.nnHﬁqh&ll.m

Rl in LUSA
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zinc oxide lotion

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:83612-0330
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
NIACINAMIDE (UNII: 25X51I8RD4)
ETHYLHEXYLGLYCERIN (UNIl: 147D247K3P)
HEXYLENE GLYCOL (UNII: KEHOA3F75))
GLYCERIN (UNII: PDC6A3C0OOX)

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

PROPANEDIOL (UNIl: 5965N8W85T)

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

SODIUM CHLORIDE (UNII: 451W471Q8X)

PHENOXYETHANOL (UNII: HIE492ZZ 3T)

PALMITOYL TRIPEPTIDE-1 (UNIIl: RV743D216M)
.BETA.-TOCOPHEROL (UNII: 9U6A490501)
POLYMETHYLSILSESQUIOXANE (4.5 MICRONS) (UNIl: 59Z2907ZB69)
PALMITOYL TETRAPEPTIDE-7 (UNIl: Q41S464P1R)
TRILAURETH-4 PHOSPHATE (UNIl: M96W20OLL2V)
BUTYLOCTYL SALICYLATE (UNIIl: 2EH13UN8D3)
OCTYLDODECYL NEOPENTANOATE (UNII: X8725R883T)
ISODODECANE (UNII: A8289P68Y2)

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

BUTYLENE GLYCOL (UNII: 3XUS85K0RA)

POLYSORBATE 20 (UNII: 7T1F30V5YH)

SODIUM HYDROXIDE (UNII: 55X04QC32l)

WATER (UNIl: 059QFOKOOR)

Product Characteristics

Color pink Score
Shape Size
Flavor Imprint Code

Contains



Packaging
# Item Code

NDC:83612-
0330-1

NDC:83612-
0330-2

NDC:83612-
0330-3

Package Description

45 mL in 1 BOTTLE, PUMP; Type 0: Not a
Combination Product

5 mLin 1 BOTTLE; Type 0: Not a Combination
Product

45 mL in 1 TUBE; Type 0: Not a Combination
Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

OTC Monograph Drug MO020

Labeler - Organys Beauty (077820778)

Revised: 10/2025

Marketing Start Marketing End

Date Date
04/29/2021 01/31/2024
08/21/2023
01/31/2024

Marketing Start Marketing End
Date Date

04/29/2021
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