
ZO SKIN HEALTH  SUNSMART TRIPLE PROTECTION PROGRAM NATURAL MELANIN
AND ANTIOXIDANT DEFENDERS WITH SUNSCREEN PLUS PRIMER SPF 30- titanium
dioxide and zinc oxide  
ZO Skin Health, Inc.
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.

----------

ZO  SKIN HEALTH 
SunSmart Triple Protection Program Natural Melanin and Antioxidant Defenders  with Sunscreen
+ Primer SPF 30
Drug Facts

Active ingredients Purpose
Titanium Dioxide 10.2% Sunscreen
Zinc Oxide 3.7% Sunscreen

Uses
Helps prevent sunburn.
If used as directed with other sun protection measures (see Directions), decreases the risk of skin
cancer and early skin aging caused by the sun.

Warnings
For external use only.
Do not use on damaged or broken skin.

Stop and ask a doctor if rash occurs.

When us ing this  product keep out of eyes. Rinse with water to remove.

Keep out of reach of children. If swallowed, get medical help or contact a poison control center right
away.

Directions
Apply liberally 15 minutes before sun exposure
Use a water resistant sunscreen if swimming or sweating
Reapply at least every 2 hours
Children under 6 months: Ask a doctor
Sun Protection Measures . Spending time in the sun increases your risk of skin cancer and early
skin aging. To decrease this risk, regularly use a sunscreen with a Broad Spectrum SPF value of 15
or higher and other sun protection measures including:

-
-

Apply to all skin exposed to the sun

Other information
Protect the product in this container from excessive heat and direct sunlight.

®

Limit time in the sun, especially from 10 a.m.- 2 p.m.
Wear long-sleeved shirts, pants, hats and sunglasses.



You may report a serious adverse reaction to:
1 Technology Dr. B123, Irvine, CA 92618

Inactive ingredients
Cyclopentasiloxane, Cyclotetrasiloxane, Dimethicone/Vinyl Dimethicone Crosspolymer, Methyl
Methacrylate/Glycol Dimethacrylate Crosspolymer, Dimethicone Crosspolymer, Melanin,Tribehenin,
Calcium Behenate, Sorbitan Isostearate, Dimethiconol, Alumina,Laureth-23, Methicone, PEG-10
Dimethicone, PPG-2 Myristyl Ether Propionate, Propylparaben, Methylparaben, Myristoyl
Pentapeptide-8, Iron Oxide (CI 77492).

DIST BY 
ZO Skin Health, Inc. Irvine, CA 92618
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ZO SKIN HEALTH  SUNSMART TRIPLE PROTECTION PROGRAM NATURAL
MELANIN AND ANTIOXIDANT DEFENDERS WITH SUNSCREEN PLUS
PRIMER SPF 30 
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Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:428 51-157

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:428 51-157-0 3 1 in 1 CARTON

Quantity of Parts
Part # Package Quantity Total Product Quantity
Pa rt 1 1 BOTTLE, PUMP 30  mL

Pa rt 2 1 BOTTLE, PUMP 30  mL

Part 1 of 2

OCLIPSE SUNSCREEN PLUS PRIMER BROAD-SPECTRUM SPF 30 UVA/UVB
PROTECTION  
titanium dioxide and zinc oxide lotion

Product Information
Ite m Code  (Source ) NDC:428 51-0 51

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP) (Titanium Dio xide  - UNII:15FIX9 V2JP) TITANIUM DIOXIDE 10 2 mg  in 1 mL

ZINC O XIDE (UNII: SOI2LOH54Z) (Zinc  Oxide  - UNII:SOI2LOH54Z) ZINC OXIDE 37 mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

CYCLO METHICO NE 5 (UNII: 0 THT5PCI0 R)  

CYCLO METHICO NE 4  (UNII: CZ227117JE)  

DIMETHICO NE/VINYL DIMETHICO NE CRO SSPO LYMER ( SO FT PARTICLE)  (UNII: 9 E4CO0 W6 C5)  

METHYL METHACRYLATE/GLYCO L DIMETHACRYLATE CRO SSPO LYMER (UNII: EG9 79 8 8 M5Q)  

TRIBEHENIN (UNII: 8 OC9 U7TQZ0 )  

CALCIUM BEHENATE (UNII: J5VFA9 V6 YG)  

SO RBITAN ISO STEARATE (UNII: 0 1S2G2C1E4)  

DIMETHICO NO L ( 4 0  CST)  (UNII: 343C7U75XW)  

ALUMINUM O XIDE (UNII: LMI26 O6 9 33)  

LAURETH-2 3  (UNII: N72LMW56 6 G)  

METHICO NE ( 2 0  CST)  (UNII: 6 777U11MKT)  

PEG-10  DIMETHICO NE ( 6 0 0  CST)  (UNII: 8 PR7V1SVM0 )  



PPG-2  MYRISTYL ETHER PRO PIO NATE (UNII: 8 8 R9 7D8 U8 A)  

PRO PYLPARABEN (UNII: Z8 IX2SC1OH)  

METHYLPARABEN (UNII: A2I8 C7HI9 T)  

FERRIC O XIDE RED (UNII: 1K0 9 F3G6 75)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:428 51-0 51-0 3 30  mL in 1 BOTTLE, PUMP

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC MONOGRAPH FINAL part352 0 1/0 1/20 12

Part 2 of 2

OSSENTIAL DAILY POWER DEFENSE ANTI-AGING FORMULA  
cleansing (cold creams, cleansing lotions, liquids, and pads) lotion

Product Information
Route  of Adminis tration TOPICAL

Other Ingredients
Ingredient

Kind Ingredient Name Quantity

INGR WATER (UNII: 0 59 QF0 KO0 R)  

INGR CETEARYL ISO NO NANO ATE (UNII: P5O0 1U9 9 NI)  

INGR CYCLO METHICO NE 5 (UNII: 0 THT5PCI0 R)  

INGR CYCLO METHICO NE 6  (UNII: XHK3U310 BA)  

INGR PENTYLENE GLYCO L (UNII: 50 C130 7PZG)  

INGR RETINO L (UNII: G2SH0 XKK9 1)  

INGR EGG PHO SPHO LIPIDS  (UNII: 1Z7418 4RGV)  

INGR PO LYSO RBATE 2 0  (UNII: 7T1F30 V5YH)  

INGR GLYCERIN (UNII: PDC6 A3C0 OX)  

INGR STEARETH-2 0  (UNII: L0 Q8 IK9 E0 8 )  

INGR CETO STEARYL ALCO HO L (UNII: 2DMT128 M1S)  

INGR JO JO BA BUTTER (UNII: XIA46 H8 0 3R)  

INGR VITAMIN A PALMITATE (UNII: 1D1K0 N0 VVC)  

INGR .ALPHA.-TO CO PHERO L ACETATE (UNII: 9 E8 X8 0 D2L0 )  

INGR CURDLAN (UNII: 6 9 30 DL20 9 R)  

INGR LACTO SE (UNII: J2B2A4N9 8 G)  

INGR O RANGE O IL (UNII: AKN3KSD11B)  

INGR MANDARIN O IL (UNII: NJO720 F72R)  

INGR LEMO N O IL (UNII: I9 GRO8 24LL)  



INGR LEMO N O IL (UNII: I9 GRO8 24LL)  

INGR PEPPERMINT O IL (UNII: AV0 9 2KU4JH)  

INGR MIMO SA TENUIFLO RA BARK (UNII: 515MQE449 I)  

INGR ARABIDO PSIS THALIANA (UNII: AI3L6 0 HQ8 1)  

INGR C14 -2 2  ALCO HO LS  (UNII: B1K8 9 38 4RJ)  

INGR CETEARYL GLUCO SIDE (UNII: 0 9 FUA47KNA)  

INGR C12 -2 0  ALKYL GLUCO SIDE (UNII: K6 7N5Z1RUA)  

INGR PO WDERED CELLULO SE (UNII: SMD1X3XO9 M)  

INGR BUTYLENE GLYCO L (UNII: 3XUS8 5K0 RA)  

INGR PALMITO YL O LIGO PEPTIDE (UNII: HO4ZT5S8 6 C)  

INGR PALMITO YL TETRAPEPTIDE-7  (UNII: Q41S46 4P1R)  

INGR SO DIUM HYDRO XIDE (UNII: 55X0 4QC32I)  

INGR CARBO MER HO MO PO LYMER TYPE C ( ALLYL PENTAERYTHRITO L CRO SSLINKED)  (UNII:
4Q9 3RCW27E)  

INGR HYPRO MELLO SES  (UNII: 3NXW29 V3WO)  

INGR HEXYLENE GLYCO L (UNII: KEH0 A3F75J)  

INGR EDETATE DISO DIUM (UNII: 7FLD9 1C8 6 K)  

INGR CAPRYLYL GLYCO L (UNII: 0 0 YIU5438 U)  

INGR ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)  

INGR PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

INGR LIMO NENE, ( +/-) - (UNII: 9 MC3I34447)  

INGR ULTRAMARINE BLUE (UNII: I39 WR9 9 8 BI)  

INGR EXT. D&C VIO LET NO . 2  (UNII: G5UX3K0 728 )  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 30  mL in 1 BOTTLE, PUMP

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

COSMETIC 0 1/0 1/20 12

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph fina l part352 0 5/0 1/20 14

Labeler - ZO Skin Health, Inc. (826468527)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

Owen Bio sciences 79 0 0 0 30 45 MANUFACTURE(428 51-157)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations



ZO Skin Health, Inc.

PakLab, Inc . 1777110 8 2 MANUFACTURE(428 51-157)

 Revised: 4/2014
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