Z.0 SKIN HEALTH DAILY SKINCARE PROGRAM- titanium dioxide
Z.0 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.

Z0 ® SKIN HEALTH Daily Skincare Program
NDC 42851-166

Drug Facts

Active ingredient

Titanium Dioxide 8.2%

Purpose

Sunscreen

Uses
® helps prevent sunburn.
e 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 notuse
¢ ondamaged or broken skin.

When using this product
e keep out of eyes. Rinse with water to remove.

Stop use and ask a doctor if
e rash or irritation develops and lasts.

Keep out of reach of children.
e [f 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 of age: Ask a doctor
Sun Protection Measures. Spending time in the sunincreases 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:
o Limit time inthe sun, especially from 10 a.m.- 2 p.m.
o Wear long-sleeved shirts, pants, hats and sunglasses.



Other information
e Protect this product from excessive heat and direct sun.
® You may report a serious adverse reactionto: 5 Technology Dr. Irvine, CA 92618

Inactive ingredients

Aluminum Hydroxide, Aqua/Water/Eau, Ascorbic Acid, Behenyl Behenate, Caprylic/Capric
Triglyceride, Caprylyl Glycol, Cetyl PEG/PPG-10/1 Dimethicone, Chlorphenesin, Cyclopentasiloxane,
Dimethicone Crosspolymer, Dimethicone/Vinyl Dimethicone Crosspolymer, Dimethiconol, Disodium
Uridine Phosphate, Ethyl Ferulate, Ethylhexylglycerin, Glycerin, Glycine Soja Extract, Helianthus
Annuus Seed Oil, Hexyl Laurate, Iron Oxides, Melanin, Myristoyl Pentapeptide-8, Pentaerythrityl Tetra-
di-t-butyl Hydroxyhydrocinnamate, Pentylene Glycol, Phenoxyethanol, Phenyl Trimethicone,
Polyglyceryl-3 Polydimethylsiloxyethyl Dimethicone, Polyglyceryl-4 Isostearate, Polyglyceryl-5
Trioleate, Polymethyl Methacrylate, Retinyl Palmitate, Rosmarinus Officinalis Leaf Extract, Squalane,
Stearic Acid, Tocopherol, Tocopheryl Acetate, Tribehenin, Triethoxycaprylylsilane.

Dist. by ZO Skin Health, Inc. Irvine, CA 92618

PRINCIPAL DISPLAY PANEL - Kit Carton

Z0 ® SKIN HEALTH
BY ZEIN OBAGI MD

DAILY SKINCARE PROGRAM
NDC 42851-166-15

EXFOLIATING CLEANSER 60 mL /2 F1. Oz. EXFOLIATING POLISH Net Wt. 16.2 g /0.57 Oz.
COMPLEXION RENEWAL PADS 30 Pads DAILY POWER DEFENSE 30 mL /1 Fl. Oz.
SUNSCREEN + PRIMER SPF 30 15 mL /0.5 Fl. Oz.



DAILY SKINC ARE PROGRAM

DAILY SKINCARE PROGRAM

The first line of defense against fine lines and wrinkles is to keep skin

hydrated and protected from damaging sun exposure. It starts with
a basic skincare program that uses high levels of high performance
ingredients to aid in the fight against the natural aging process. The
Daily Skincare Program is an everyday skincare essential to help
strengthen and maintain healthy looking skin. It is specifically
targeted to:

» Help preserve and maintain a youthful looking complexion

= Help prevent future damage by protecting skin from the sun

* Improve and maintain the appearance of even skin tone and finer pores
» Keep skin hydrated

DAILY SKINCARE PROGRAM

NOC 42861-188-16

EXFOLIATING CLEANSER gamls2R. 0z, EXFOLIATING POLISH Metwt 9.2 g /057 Oz
COMPLEXION RENEWAL PADS 31 Peds DAILY POWER DEFENSE 30mL/1 . Cz.
SUNSCREEN + PRIMER SPF 30 18mL/ 05FI. Ce.




EXFOLIATING CLEANSER
E0mL/2Fl. Oz

DIRECTIONS Massage a small amount on damp face and neck.
Rinse thorou ghly.

WARNING Forextemal use only. Avoid contact with eyes. f contact
oeeurs, finse thoroughly with water. Keep out of reach of children.
INGREDIENTS Aqua'WatenEau Sodium Lawreth Sulfate, Acrylates Copolymer,
Jojoba Esters, Ghycerin, Cocamidapropy| Betaine, Disodium Cocoamphodiacatate,
Cocamidopopy Hydromeultaine, Sodium Hydrowdde, Callulose, Mernitol, Capryyl
Alcohol, Niacin, Ammonium Lactate, Salicylic Acid, Disodium EDTA, Tocophenl
Acetate, Fragrance Parfum), Limonene, Liralool, Miacina mids, Hyd roypropyl
Methylcaliulose, Sodium PCA, Bosacchadde Gum 1, Ethyihexylghycarin, Hoolane

Gy, Butylene Gycol, Preno et henol, Chromium Hydmdde Green (C) 772690

EXFOLIATING POLISH
NetWt, 16.2 g/ 0.57 Cz.

DIRECTIONS Gently massage a small amount on damp face
and neck. Rinse thoroughly,

WARNING For external use only. Avoid contact with eyes if
contact ocours, rinse thorou ghly with water. Keep out of reach
of children. If swallowad, get medical help or contact a Poison
Control Center right away.

INGREDIENTS PEG-8, Sodium Bicabonate, Magresivm Ondds, Bthoorydighyool,
Glycerin, Butylane Glycal, Dleth-20, Trihydroxystaarin, Glyceryl S tearate,
PEG-100 Steamts, Paratfinum Liquidun/Mimem| OilHuile minérale, Aqua/
Water/Eau, Tocopheryl Acetata, Mela lauca Alternifolia (Tea Fee)Leaf Gil,
Glycine Soja {Soybean) Sterols, Fragrance {Parfum), Limonere, Linaool,
Ascortyl Palmitts, Retingl Palmitate, Steary| Glyoyhetinate, Totm haoddanyl
Ascorbate, Caprylic/Capric Thghyeeride, Linolaic Acid, Phosphol ipids,
Phenaeyehanal, Green 6 (CI B1565).

OSSENTIAL® DAILY POWER DEFENSE
30ml/1A Oz

DIRECTIONS Apply 2-3 purnps one to twio times per day or as
directed by your physician. Massaging skin increases a bsorption,
pene tration and stimulation. Follow with sunscreenwith SPF 30+
WARNING For extemal use only. Stop use if rash or iritation
develops and persists. Avoid contact with eyes. Keep out of
reach of children.

INGREDIENTS Aqua/\Water/Eau, Cetearyl lsnonanoate, Cyclopantasiloaane,
Cycl aheasilaxana, Glycarin, Pentylene Glycol, Cataaryl Alcohol, Steamth-20,
JojobaEgmrs, C14-22 Alcohols, Cateanyl Glucoside, Saflower Dil/PalmOil,
Aminoprapanediol Esters, Carbomer, C1 220 Alkyl Glucoside, Lactose, Callulo s,
Legithin, Ratin, Bata-Glucan, 1.2-Ha@nediol, Hydrowypm p Methyloallloss,
Micmicoccus Lysate, Arabidopsis Thaliana Extract, Citrus Aurartium Dulcis
{Orange) Pael Oil, Citrus Nobilis {Manda in Orange) Peel O, Cinas Reticulata
(Tangering] Peal i, Citrus Limon (Lemor) Peel 08, Mentha Piperta (Pe ppermint )
(i, Mimeaa Tenufior Bak Exradt, Ciirs Reticulata (Targerne) Fruit Edmd,
Polysoibate 20, Famesol, Limonene, Disodium EOTA, Sodium Hydrocide,
Paimitoyl Fipsptide-1, Palmiioyl Tetrapaptide-7, Retiny| Palmitaie, Tocopheryl
Acatate, Capryh Ghvool, Butylane Geol, Heedena G iveol, Ethy haeylghyearin,
Phenowyethanol, Ulramarines (C1 77007), Ect. Violet 2 (C1 60730

OCLIPSE® SUNSCREEN + PRIMER
BROAD-SPECTRUM SPF 30
UVAIUVE PROTECTION

16 mL/ 0.5 Fl. Oz. | NDC 42861-053-01

Drug Facts

Active ingredient

Purpose

Titanium Dicxide 8.2% .....c.coeveeeeeee . SUNSCrEEN

COMPLEXION RENEWAL PADS

30 Pads

DIRECTIONS Garntly wipe over face.

WARNING Rammable. Keep away from heat and open flame.
Forextemal use only. Do not use on damaged or brokan skin.
Avoid contact with eyes; if contact occurs, rinse thoroughly with
water. Stop use and ask a doctor if you experience excessive
burning, dryness orimitation, Keep out of reach of children. If
swallowed, get medical help or contact a Poison Control Center
right away.

SUNBURN ALERT This product contains an alpha hydroxy acid
[AHA) that may increase your skin's sensitivity to tha sun and
particularly the possibility of sunbum. Use a sunscreen, wear
protective clothing and limit sun exposure while using this
productand for a week & fie wards.

INGREDMENTS Aqua/Water/Eau, S0 Alohal 40-B, Propylene G el S lioylic
Acid, Urea, Glyeolic Acid, Prarocarpus Sowausdi Wood Extract, Phalladendran
Amurenzs Bark Exract, Hordaum Distichon,/ Barley Extract/Exvait dorgad
deux rangs, Spiraea Ulmaria Leaf Extract, Camellia Sinensis Leaf Extmct,
Artemnisia Vulgaris Extract, Plantago Lancaola ta Leaf Exiract, Crithmum
Maritimum Extract, Butylene Glycol, Fragranca [Parfumi, limonene, Linalool,
Hezoyl Girnamal, Alpha- tsomathyl lonane, Sodum Hydnadde.

Uses

= halps 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 extemnal use only.

Do not use

= on damaged or braken skin.

When using this product

= keep out of eyes. Rinse with water to remove.
Stop use and ask a doctor if

= rash or irritation develops and lasts.
Keep out of reach of child ren.

« If swallowed, get medical help or contact
a Poison Contiol Center right away.

Directions

= apply liberally 15 minutes before sun exposure
» use awater resistant sunscreen if swirnming
or sweating

= reapply at least every 2 hours

= children under & months of age: Ask a doctor




Drug Facts (continued)

= Sun Protection Measures. Spending time in the
sun increasas your risk of skin cancer and early
skin aging. To decmase this risk, regularly use a
sunscreen with a Broad Spectrum SPF value of
15 or higher and other sun protection measures
including:

= Limit time in the sun, especially from

10 a.m.- 2p.m.
= Wear long-slaeved shirts, pants, hats

Other information

= Protect this product from excessive haat and
direct sun.

= You may meport a serious adverse eaction fo:
& Technology Dr. Irvine, CA 92618

Inactive ingredients

Aluminum Hydroxide, AquaWater/Eau, Ascorbic
Acid, Behery! Beherate, Caprylic/Capric Triglyceride,
Capryiyi Glycol, Cetyl PEG/PPG-10/1 Dimethicone,
Chiomphenesin, Cyclopentasiloxane, Dimethicons
Crosspolymer, Dimethicone/Vinyl Dimethicone
Crosspolymer, Dimsthiconol, Disodium Urid ine
Phosphate, Ethyl Ferulate, Ethylhexylglycerin,
Glycerin, Glycine Soja Extract, Hellanthus Annuus
Seed Oil, Hexyl Laurate, lron Oxides, Melanin,
Myristoyl Pentapeptide-8, Pentaerythrityl
Tetra-di-t-butyl Hydroxyhydrocinnamate,
Pentylene Glycol, Phenoxyethanol, Phenyl
Trimethicone, Polyglyceryl-3 Polydimethyisilamyetiyl
Dimethicone, Palyglyceryl-4 Isostearate,

Pol ryl-5 Trioleate, Pol Methacrylate,
Retﬁlyg;nﬂtae. Rosmarinu mgw E:gnz:t,
Squalane, Stearic Acid, Tocophel, Tocopheryl
Acetate, Tribahenin, Triet hoxycaprylylsilane.

Dist, by Z0 Skin Health, Inc. Irvine, CA 92618
Madein USA with US & imported material
zoskinhealth.com | 908100

8 I‘IDBG|

601081




720 SKIN HEALTH DAILY SKINCARE PROGRAM

titanium dioxide kit

Product Information

Product Type HUMAN OTC DRUG
Packaging
# Item Code Package Description

1 NDC:42851-166-15 1lin 1 CARTON

Quantity of Parts

Part # Package Quantity
Part1l 1TUBE

Part2 1JAR

Part3 1BOTTLE, GLASS

Part4 1BOTTLE, PUMP

Part5 1BOTTLE, PUMP

Part1of 5

Z0 SKIN HEALTH EXFOLIATING CLEANSER

Item Code (Source)

Marketing Start Date

11/01/2017

60 mL
16.2¢g
60

30 mL
15 mL

cleansing (cold creams, cleansing lotions, liquids, and pads) gel

Product Information

Route of Administration TOPICAL

Other Ingredients
Ingredient Kind

Ingredient Name

Total Product Quantity

NDC:42851-166

Marketing End Date

Quantity



INGR WATER (UNI: 059 QFOKOOR)

INGR SODIUM LAURETH-3 SULFATE (UNI: BPV390UAPO)

INGR GLYCERIN (UNII: PDC6A3C00X)

INGR CO CAMIDOPROPYL BETAINE (UNII: 50CF3011KX)

INGR DISODIUM CO COAMPHO DIACETATE (UNII: 18L9 G3U51M)
INGR COCAMIDOPROPYL HYDRO XYSULTAINE (UNI: 62V75NI9 3W)
INGR SODIUM HYDRO XIDE (UNII: 55X04QC32])

INGR POWDERED CELLULOSE (UNIl: SMD1X3X09M)

INGR MANNITOL (UNI: 30WL53L36A)

INGR CAPRYLIC ALCOHOL (UNI: NV1779205D)

INGR NIACIN (UNII: 26 79MF687A)

INGR AMMO NIUM LACTATE (UNI: 67M901L9NQ)

INGR SALICYLIC ACID (UNII: O414PZ4LPZ)

INGR EDETATE DISODIUM ANHYDRO US (UNII: 8NLQ36 F6 MM)

INGR .ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8 X80D2L0)

INGR LIMO NENE, (+)- (UNI: GFD7C86Q1W)

INGR LINALOOL, (+/-)- (UNIL: D8 1QY6I88E)

INGR NIACINAMIDE (UNII: 25X5118 RD4)

INGR HYPROMELLOSE, UNSPECIFIED (UNI: 3NXW29V3WO)

INGR SODIUM PYRROLIDONE CARBO XYLATE (UNIL: 4690TG57A2)
INGR BIO SACCHARIDE GUM-1 (UNI: BB4PU4VO09H)

INGR ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)

INGR HEXYLENE GLYCOL (UNII: KEHO A3F75])

INGR BUTYLENE GLYCOL (UNII: 3XUS85K0RA)

INGR PHENO XYETHANOL (UNII: HIE492ZZ3T)

INGR CHROMIUM HYDRO XIDE GREEN (UNII: RV8FT8 XF5R)
Packaging

# Item Code Package Description Marketing Start Date

1 60 mL in 1 TUBE; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation

Cosmetic

Part 2 of 5
Z0 SKIN HEALTH EXFOLIATING POLISH

lotions, oils, powders, and creams cream

Product Information

Route of Administration TOPICAL

Marketing Start Date
11/01/2017

Marketing End Date

Marketing End Date



Other Ingredients

Ingredient Kind Ingredient Name Quantity
INGR POLYETHYLENE GLYCOL 400 (UNI: B697894SGQ)
INGR SODIUM BICARBONATE (UNIl: 8MDF5V39QO)
INGR MAGNESIUM O XIDE (UNIL: 3A3U0GI71G)
INGR DIETHYLENE GLYCOL MONOETHYL ETHER (UNI: A1A118 X02B)
INGR GLYCERIN (UNII: PDC6A3C00X)
INGR BUTYLENE GLYCOL (UNII: 3XUS85K0RA)
INGR OLETH-20 (UNIL: YTH16 712AG)
INGR TRIHYDRO XYSTEARIN (UNI: 06 YD7896S3)
INGR GLYCERYL MONOSTEARATE (UNIL: 2300U9 XXE4)
INGR PEG-100 STEARATE (UNIL: YDOIN1999R)
INGR MINERAL OIL (UNI: TSL8 T28 FGP)
INGR WATER (UNII: 059QF0KOOR)
INGR .ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)
INGR TEA TREE OIL (UNIL: VIF565UC2G)
INGR SOY STEROL (UNII: PL360EPO9J)
INGR LIMONENE, (+)- (UNI: GFD7C86 Q1W)
INGR LINALOOL, (+/-)- (UNI: D8 1QY6I88E)
INGR ASCORBYL PALMITATE (UNIl: QN83US2BON)
INGR VITAMIN A PALMITATE (UNIL: 1DIKONOVVC)
INGR STEARYL GLYCYRRHETINATE (UNIL: 3YYE6VJSOP)
INGR TETRAHEXYLDECYL ASCORBATE (UNIl: 9LBV3F07AZ)
INGR MEDIUM-CHAIN TRIGLYCERIDES (UNII: CO9H2L21V7U)
INGR LINOLEIC ACID (UNIL: 9KJL21T0QJ)
INGR LECITHIN, SO YBEAN (UNII: 1DI56 QDM6 2)
INGR PHENO XYETHANOL (UNII: HIE492ZZ3T)
INGR D&C GREEN NO. 6 (UNI: 4QP5U84YFE7)
Packaging
# Item Code Package Description Marketing Start Date = Marketing End Date
1 16.2 g in 1 JAR; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
Cosmetic 11/01/2017

Part 3 of 5
Z0 SKIN HEALTH COMPLEXION RENEWAL PADS

cleansing (cold creams, cleansing lotions, liquids, and pads) patch

Product Information



Route of Administration TOPICAL

Other Ingredients

Ingredient Kind Ingredient Name Quantity
INGR WATER (UNII: 059QF0KOOR)
INGR PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
INGR SALICYLIC ACID (UNI: 0414PZ4LPZ)
INGR UREA (UNIL: 8W8T17847W)
INGR GLYCOLIC ACID (UNIL: 0WT12SX38S)
INGR PTERO CARPUS SO YAUXII WOOD (UNIL: 0V6QB4C6 1P)
INGR PHELLODENDRON AMURENSE BARK (UNI: PBG27B754G)
INGR BARLEY (UNIl: 5PWM7YLI7R)
INGR GREEN TEA LEAF (UNI: W2ZU1RY8BO)
INGR PLANTAGO LANCEOLATA LEAF (UNIL: 2YWLSJ7EES8)
INGR CRITHMUM MARITIMUM (UNIL: J7IHY79 BKY)
INGR BUTYLENE GLYCOL (UNII: 3XUS85K0RA)
INGR LIMO NENE, (+)- (UNI: GFD7C86Q1W)
INGR LINALOOL, (+/-)- (UNI: D8 1Q Y6I88E)
INGR .ALPHA.-HEXYL CINNAMALDEHYDE (UNII: 7X60370K2I)
INGR ISOMETHYL-.ALPHA.-IONONE (UNII: 9 XP4LC555B)
INGR SODIUM HYDRO XIDE (UNIL: 55X04QC32I)
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 60 in 1 BOTTLE, GLASS; Type 0: Not a Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
Cosmetic 11/01/2017

Part 4 of 5
Z0 SKIN HEALTH OSSENTIAL DAILY POWER DEFENSE

cleansing (cold creams, cleansing lotions, liquids, and pads) lotion

Product Information

Route of Administration TOPICAL

Other Ingredients

Ingredient Kind Ingredient Name Quantity
INGR WATER (UNIL: 059QF0KOO0R)



INGR CETEARYL ISONONANOATE (UNIL: PSO01U99NI)

INGR CYCLOMETHICONE 5 (UNT: 0 THT5PCIOR)

INGR CYCLOMETHICONE 6 (UNI: XHK3U310BA)

INGR GLYCERIN (UNIE: PDC6A3C00X)

INGR PENTYLENE GLYCOL (UNIE: 50C1307PZG)

INGR CETOSTEARYL ALCOHOL (UNI: 2DMT128 M1S)
INGR STEARETH-20 (UNI: LOQ8IK9E08)

INGR C14-22 ALCOHOLS (UNIL: BIK89384RJ)

INGR CETEARYL GLUCOSIDE (UNI: 09 FUA47KNA)

INGR SAFFLOWER OIL (UNI: 65UEH262IS)

INGR CARBO XYPOLYMETHYLENE (UNI: 0 ASMM30 7EC)
INGR C12-20 ALKYL GLUCOSIDE (UNI: K6 7N5Z1RUA)
INGR LACTOSE, UNSPECIFIED FORM (UNIL: J2B2A4N98G)
INGR PO WDERED CELLULO SE (UNI: SMD1X3X09M)
INGR LECITHIN, SO YBEAN (UNIL: 1DI56 QDM62)

INGR RETINOL (UNI: G2SHO XKK91)

INGR 1,2-HEXANEDIOL (UNIL: TR046 Y3K1G)

INGR HYPROMELLO SE, UNSPECIFIED (UNII: 3NXW29 V3WO)
INGR ARABIDOPSIS THALIANA (UNI:: AI3L60HQ8 1)

INGR ORANGE OIL (UNI: AKN3KSD11B)

INGR MANDARIN OIL (UNI: NJO720F72R)

INGR LEMON OIL (UNIE: 19 GRO824LL)

INGR PEPPERMINT OIL (UNIE: AV092KU4JH)

INGR MIMO SA TENUIFLORA BARK (UNIL: 515MQE449T)
INGR TANGERINE (UNIl: KH3E309600)

INGR POLYSORBATE 20 (UNI: 7T1F30 V5YH)

INGR FARNESOL (UNI: EB41QIU6JL)

INGR LIMO NENE, (+)- (UNIE: GFD7C86Q1W)

INGR EDETATE DISODIUM ANHYDRO US (UNIL: 8NLQ36 F6 MM)
INGR SODIUM HYDRO XIDE (UNIL: 55X04QC321)

INGR PALMITO YL TRIPEPTIDE-1 (UNII: RV743D216 M)
INGR PALMITO YL TETRAPEPTIDE-7 (UNI: Q41S464P1R)
INGR VITAMIN A PALMITATE (UNIE: 1D1IKONOVVC)

INGR .ALPHA.-TO COPHEROL ACETATE (UNIL: 9E8 X80 D2L0)
INGR CAPRYLYL GLYCOL (UNI: 00YIU5438U)

INGR BUTYLENE GLYCOL (UNIE: 3XUS85KO0RA)

INGR HEXYLENE GLYCOL (UNI: KEHO A3F75J)

INGR ETHYLHEXYLGLYCERIN (UNIE: 147D247K3P)

INGR PHENO XYETHANO L (UNII: HIE492ZZ73T)

INGR ULTRAMARINE BLUE (UNII: 39 WR998BT)

INGR EXT. D&C VIOLET NO. 2 (UNI: GSUX3K0728)
Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 30 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination Product

Marketing Information



Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date

Cosmetic 11/0 /2017

Part 5 of 5

720 SKIN HEALTH OCLIPSE SUNSCREEN PLUS PRIMER BROAD-SPECTRUM

SPF 30 UVA/UVB PROTECTION

titanium dioxide lotion

Product Information

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength
TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL:15FIX9 V2JP) TITANIUM DIO XIDE

Inactive Ingredients

Ingredient Name
ALUMINUM HYDRO XIDE (UNII: 5QB0T2IUNO)
WATER (UNI: 059QF0KOOR)
ASCORBIC ACID (UNI: PQ6 CK8PDOR)
BEHENYL BEHENATE (UNIl: KBNU647RJ0)
MEDIUM-CHAIN TRIGLYCERIDES (UNII: COH2L21V7U)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
CETYL PEG/PPG-10/1 DIMETHICONE (HLB 2) (UNIL: V2W71V8TO0 X)
CHLORPHENESIN (UNIL: 670 DAL4SZ)
CYCLOMETHICONE 5 (UNI: 0THT5PCIOR)
DIMETHICONE CROSSPOLYMER (450000 MPA.S AT 12 % IN CYCLOPENTASILO XANE) (UNIL: UF7620L1W6)
DIMETHICO NE/VINYL DIMETHICONE CROSSPOLYMER (SOFT PARTICLE) (UNIl: 9E4CO0W6C5)
DIMETHICONOL (100000 CST) (UNI: OSA9UP217S)
URIDINE MONOPHO SPHATE DISO DIUM (UNII: KD8E20071T)
ETHYL FERULATE (UNIL: 5B89 15UELW)
ETHYLHEXYLGLYCERIN (UNIL: 147D247K3P)
GLYCERIN (UNII: PDC6A3C00X)
SUNFLO WER OIL (UNII: 3W1JG795YI)
HEXYL LAURATE (UNI: 4CG9F9W01Q)
FERRIC O XIDE RED (UNIL: 1KO9F3G675)
MELANIN SYNTHETIC (TYROSINE, PERO XIDE) (UNIl: O0 CV1RMR44)

PENTAERYTHRITOL TETRAKIS(3-(3,5-DI-TERT-BUTYL-4-HYDRO XYPHENYL)PROPIONATE) (UNIL:
255PIF6 2MS)

PENTYLENE GLYCOL (UNI: 50C1307PZG)

PHENO XYETHANOL (UNII: HIE492ZZ3T)

PHENYL TRIMETHICO NE (UNII: DROK5NOJ4R)

POLYGLYCERYL-3 POLYDIMETHYLSILOXYETHYL DIMETHICONE (4000 MPA.S) (UNI: RLA2U05Z4Q)
POLYGLYCERYL-4 ISOSTEARATE (UNI: 820DPX33S7)

Strength
82 mg in 1 mL

Strength



POLY(METHYL METHACRYLATE; 450000 MW) (UNI: Z47NNT4J11)
VITAMIN A PALMITATE (UNIL: 1DIKONOVVC)

ROSEMARY (UNII: 16 7X351P9)

SQUALANE (UNII: GW89575KF9)

STEARIC ACID (UNIL: 4ELV7Z65AP)

TOCOPHEROL (UNI: ROZB2556P8)

.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8 X80D2L0)
TRIBEHENIN (UNIL: 80C9U7TQZ0)

TRIETHO XYCAPRYLYLSILANE (UNIl: LDC331P08E)

Packaging
# Item Code Package Description
1 15 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation

OTC monograph final part352

Marketing Information

Marketing Category Application Number or Monograph Citation

Marketing Start Date Marketing End Date

Marketing Start Date
11/01/2017

Marketing End Date

Marketing Start Date Marketing End Date

OTC monograph final part352 11/01/2017
Labeler - zo skin Health, Inc. (826468527)
Establishment

Name Address ID/FEI Business Operations
Lifetech Resources, LLC 081239587 manufacture(42851-166)
Establishment

Name Address ID/FEI Business Operations
Thibiant International, Inc. 083913913 manufacture(42851-166)
Establishment

Name Address ID/FEI Business Operations
DIAMOND WIPES INTERNATIONAL, INC. 161104729 manufacture(42851-166)
Establishment
Name Address ID/FEI Business Operations

PakLab 790530976 manufacture(42851-166)

Revised: 6/2020
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