WL-AAB-Z-W-1321- zinc oxide lotion
Nanophase Technologies Corporation

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.

WL-AAB-Z-W-1321

WL-AAB-Z-W-1321



na“ﬁnphagg Solesence WL-AAB-Z-W-1321

. Zinc Oxide CASH 1314-13-2 Dispersion with Additives

usAasEging
Yam

AN IS0 S AND 01401 REGISTERED COMPAMY
s Manutacturar Addrees: Manoghase Technologes Cocporation
e Malks:NanaTachmolool Kk H 1319 Mamuete Drive Ramoaville, IL G0448 (§30)-771-61700 www.nancphasse.com

Emargency Talephene Mumbars:
BHFOTRAC emargency phana numiber: (800} 8355043
BFOTRAC inlermaional emangency phais number 1-352-323-3500

‘FETI Avoid release ko the erdronment
E26id Wash: skin thoroughly after handing.
F2B Wi profactive ghivs gy proferion Tace prataction,

‘P39 Calac! spilacs
PRI24352: [F OM SKIN: Wash wath pleriy of soap and water.:

Danger FERIHE1E I skin imitalion ocours: Gat madical advics' atanticn

PE334313: I skon rilation or rash opours: Gel medical advica(atienton
*H440: Very toxlc to aguatic F305 + F351 + F330 IF IN EYES: Rinsa cauliousty wilh watar tar savaral minulas, Remova contact
lifa with long lasting effacts. lenses, if pressnl and sasy ko do. Canlinue resing.

F237 + P13 Il oy Iritalion perssls; Gal madical advical atternion

H314: Causes severs skin Bt £ A ognts

burns and eye damage.

H318: Serlous eye *PE01; Dispose of coments/container 1o approved TSOF in accardance with iocal | regicnal ! national ¢
damageleye irritation internatisial regulations
Supplemental Information ﬁ Lot Number:
KEEP COMTAIMNER TIGHTLY CLOSED. For Mat Waicht: '
FD& Regulated o T

Prodcuts Only. UM Mot Regulated

Prod Coda: EXP4540
Heerm Mumber:

WL-AAB-Z-W-1321



zinc oxide lotion

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:63931-4540
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
GLYCERIN (UNIl: PDC6A3COO0X)
ASCORBYL GLUCOSIDE (UNII: 2V52RONHXW)
HYDROLYZED JOJOBA ESTERS (ACID FORM) (UNII: UDR641JW8W)
DIMETHICONE (UNII: 92RU3N3Y10)
METHYLPROPANEDIOL (UNII: N8F53B3R4R)
STEARALKONIUM HECTORITE (UNIl: OLX698AH5P)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
POLYGLYCERYL-3 DIISOSTEARATE (UNII: 46P231IQV8)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
ALLANTOIN (UNII: 3445277G0Z)
LECITHIN, SOYBEAN (UNII: 1DI56QDM62)
PHENYLPROPANOL (UNIl: 0F8970304M)
POLYGLYCERYL-4 DIISOSTEARATE/POLYHYDROXYSTEARATE/SEBACATE (UNIl: 687U3PEB2Y)
FERRIC OXIDE RED (UNIl: 1KO9F3G675)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
ALKYL (C12-15) BENZOATE (UNII: A9EJ3J61HQ)
BUTYLOCTYL SALICYLATE (UNII: 2EH13UN8D3)
.ALPHA.-BISABOLOL, (+)- (UNIl: 105561733Z)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
WATER (UNIl: 059QF0KOOR)
NIACINAMIDE (UNII: 25X51I18RD4)
TETRASODIUM GLUTAMATE DIACETATE (UNIl: 5EHL5014MY)
SODIUM CHLORIDE (UNII: 451W471Q8X)
POLYGLYCERYL-2 DIPOLYHYDROXYSTEARATE (UNII: 9229XJ4V12)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
MICA (UNII: VBAIAWO0880)
TOCOPHEROL (UNIl: ROZB2556P8)
STANNIC OXIDE (UNII: KM7N50LOS6)

Product Characteristics
Color white Score
Shape Size



Flavor Imprint Code

Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:63931- 150000 mL in 1 DRUM; Type 0: Not a Combination
1 45401 Product 05/02/2022

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph not . 4355 05/02/2022

final

Labeler - Nanophase Technologies Corporation (623502044)

Registrant - nanophase Technologies Corporation (623502044)

Establishment
Name Address ID/FEI Business Operations
Nanophase Technologies Corporation 050383046 api manufacture(63931-4540)
Establishment
Name Address ID/FEI Business Operations
Nanopha§e Technologies 623502044 api manufacture(63931-4540) , manufacture(63931-4540) ,
Corporation pack(63931-4540)
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