
ZO MEDICAL ZO NON-HYDROQUINONE HYPERPIGMENTATION SYSTEM FOR
RESTORING EVEN SKIN TONE - titanium dioxide   
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  MEDICAL ZO  NON-HYDROQUINONE HYPERPIGMENTATION SYSTEM For
Restoring Even Skin Tone
Drug Facts

Active ingredient
Titanium Dioxide 8%

Purpose
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.

Other information
Store product in a cool place away from direct heat and sunlight.
You may report a serious adverse reaction to: 5 Technology Dr. #100, Irvine, CA 92618

Directions
For full protection, apply liberally 15 minutes before sun exposure.
Use a water resistant sunscreen if swimming or sweating.
Reapply at least every 2 hours.
For children under 6 months of age: 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.

Inactive ingredients
Water, Aluminum Hydroxide, Stearic Acid, Polyglyceryl-3 Polydimethylsiloxyethyl Dimethicone,
Cyclopentasiloxane, Phenyl Trimethicone, Styrene/Acrylates Copolymer, Pentylene Glycol,
Dimethicone, Glycerin, Isodecyl Neopentanoate, Diisopropyl Sebacate, Lauryl Lactate,
Polyacrylamide, Disodium EDTA, Phytosphingosine, Ceteareth-20, Cetearyl Alcohol, PEG-100
Stearate, Glyceryl Stearate, Sodium Dihydroxycetyl Phosphate, Hydrogenated Palm Glycerides,
Melanin, Ethylhexylglycerin, Erythritol, Homarine HCL, Sodium Benzoate, Potassium Sorbate,
Phenoxyethanol, Caprylyl Glycol, Chlorphenesin, Nephelium Lappaceum Peel Extract, Glycine Soja
(Soybean) Extract, Silica, C13-14 Isoparaffin, Laureth-7.

DIST BY
ZO Skin Health, Inc. Irvine, CA 92618

PRINCIPAL DISPLAY PANEL - Kit Carton
ZO  MEDICAL 
BY ZEIN OBAGI MD

NDC 42851-156-60

ZO  NON-HYDROQUINONE HYPERPIGMENTATION SYSTEM

For Restoring Even Skin Tone

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

®

®





ZO MEDICAL ZO NON-HYDROQUINONE HYPERPIGMENTATION SYSTEM
FOR RESTORING EVEN SKIN TONE   
titanium dioxide kit

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:428 51-156

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:428 51-156 -6 0 1 in 1 CARTON 0 6 /0 1/20 14

Quantity of Parts
Part # Package Quantity Total Product Quantity
Pa rt 1 1 TUBE 30  mL

Pa rt 2 1 TUBE 30  mL

Pa rt 3 1 TUBE 6 0  g

Pa rt 4 1 TUBE 30  mL

Pa rt 5 1 BOTTLE, PUMP 30  mL

Part 1 of 5

RETAMAX ACTIVE VITAMIN A MICRO EMULSION   
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 GLYCERIN (UNII: PDC6 A3C0 OX)  

INGR CYCLO METHICO NE 6  (UNII: XHK3U310 BA)  

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

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

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

INGR CETYL ALCO HO L (UNII: 9 36 JST6 JCN)  

INGR SUNFLO WER O IL (UNII: 3W1JG79 5YI)  

INGR RETINO L (UNII: G2SH0 XKK9 1)  

INGR PRO PYLHEPTYL CAPRYLATE (UNII: 9 9 1Z19 V2OD)  

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

INGR CETEARYL GLUCO SIDE (UNII: 0 9 FUA47KNA)  

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

INGR 1,2 -HEXANEDIO L (UNII: TR0 46 Y3K1G)  

INGR APRICO T KERNEL O IL (UNII: 54JB35T0 6 A)  

INGR CARBO XYPO LYMETHYLENE (UNII: 0 A5MM30 7FC)  

INGR BRO CCO LI (UNII: UOI4FT57BZ)  

INGR PO LYISO BUTYLENE ( 13 0 0  MW)  (UNII: 241BN7J12Y)  

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

INGR ASCO RBYL PALMITATE (UNII: QN8 3US2B0 N)  

INGR PO TASSIUM SO RBATE (UNII: 1VPU26 JZZ4)  

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

INGR LECITHIN, SO YBEAN (UNII: 1DI56 QDM6 2)  

INGR HYDRO LYZED SERICIN ( ENZYMATIC; 2 50 0  MW)  (UNII: 0 2EMA6 F9 6 C)  

INGR SO DIUM SULFITE (UNII: VTK0 1UQK3G)  

INGR SO DIUM METABISULFITE (UNII: 4VON5FNS3C)  

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

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

INGR CYCLO METHICO NE 4  (UNII: CZ227117JE)  

INGR STEARYL ALCO HO L (UNII: 2KR8 9 I4H1Y)  

INGR SO RBITAN ISO STEARATE (UNII: 0 1S2G2C1E4)  

INGR MYRISTYL ALCO HO L (UNII: V420 34O9 PU)  

INGR BUTYLATED HYDRO XYTO LUENE (UNII: 1P9 D0 Z171K)  

INGR LINALYL ACETATE (UNII: 5K47SSQ51G)  

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

INGR XANTHAN GUM (UNII: TTV12P4NEE)  

INGR PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

INGR HEXYLENE GLYCO L (UNII: KEH0 A3F75J)  

INGR BUTYLATED HYDRO XYANISO LE (UNII: REK49 6 0 K2U)  

INGR PELARGO NIUM GRAVEO LENS FLO WER O IL (UNII: 3K0 J1S7QGC)  

INGR ETHYL NICO TINATE (UNII: NIJ3H353YH)  



INGR So dium Benzo a te  (UNII: OJ245FE5EU)  

INGR Benzo ic  Acid  (UNII: 8 SKN0 B0 MIM)  

INGR CARVO MENTHO NE (UNII: D5PYY1B8 3Q)  

INGR LAVANDULA ANGUSTIFO LIA FLO WERING TO P (UNII: 9 YT4B71U8 P)  

INGR .ALPHA.-O CIMENE, ( 3 Z) - (UNII: LTP9 229 T5N)  

INGR 4 -CARVO MENTHENO L (UNII: L6 5MV77ZG6 )  

INGR TO CO PHERO L (UNII: R0 ZB2556 P8 )  

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 TUBE; Type 0 : No t a  Co mbinatio n Pro duct

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

Co smetic 0 1/11/20 12

Part 2 of 5

BRIGHTENEX SKIN BRIGHTENER AND CORRECTING, NON-
HYDROQUINONE   
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 GLYCERIN (UNII: PDC6 A3C0 OX)  

INGR ALMO ND O IL (UNII: 6 6 YXD4DKO9 )  

INGR CYCLO METHICO NE 6  (UNII: XHK3U310 BA)  

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

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

INGR CETYL ALCO HO L (UNII: 9 36 JST6 JCN)  

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

INGR ASCO RBYL GLUCO SIDE (UNII: 2V52R0 NHXW)  

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

INGR RETINO L (UNII: G2SH0 XKK9 1)  

INGR CARBO XYPO LYMETHYLENE (UNII: 0 A5MM30 7FC)  



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

INGR CYCLO METHICO NE 4  (UNII: CZ227117JE)  

INGR CETEARYL GLUCO SIDE (UNII: 0 9 FUA47KNA)  

INGR APRICO T KERNEL O IL (UNII: 54JB35T0 6 A)  

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

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

INGR ASCO RBYL PALMITATE (UNII: QN8 3US2B0 N)  

INGR GLUTATHIO NE (UNII: GAN16 C9 B8 O)  

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

INGR PRO PYLHEPTYL CAPRYLATE (UNII: 9 9 1Z19 V2OD)  

INGR TO CO PHERO L (UNII: R0 ZB2556 P8 )  

INGR N-ACETYLGLUCO SAMINE (UNII: V9 56 6 9 6 549 )  

INGR SO DIUM CHLO RIDE (UNII: 451W47IQ8 X)  

INGR 1,2 -HEXANEDIO L (UNII: TR0 46 Y3K1G)  

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

INGR PO TASSIUM SO RBATE (UNII: 1VPU26 JZZ4)  

INGR MALTO DEXTRIN (UNII: 7CVR7L4A2D)  

INGR LECITHIN, SO YBEAN (UNII: 1DI56 QDM6 2)  

INGR SO Y ISO FLAVO NES  (UNII: 71B37NR0 6 D)  

INGR PO LYSO RBATE 6 1 (UNII: X9 E1MY2JQG)  

INGR ALCO HO L (UNII: 3K9 9 58 V9 0 M)  

INGR NYLO N-12  (UNII: 446 U8 J0 75B)  

INGR SO DIUM SULFITE (UNII: VTK0 1UQK3G)  

INGR SO DIUM METABISULFITE (UNII: 4VON5FNS3C)  

INGR CO RN O IL (UNII: 8 470 G57WFM)  

INGR .BETA.-CARO TENE (UNII: 0 1YAE0 3M7J)  

INGR BUTYLATED HYDRO XYTO LUENE (UNII: 1P9 D0 Z171K)  

INGR BUTYLATED HYDRO XYANISO LE (UNII: REK49 6 0 K2U)  

INGR SO DIUM BENZO ATE (UNII: OJ245FE5EU)  

INGR GLUCO NO LACTO NE (UNII: WQ29 KQ9 POT)  

INGR PO LYISO BUTYLENE ( 13 0 0  MW)  (UNII: 241BN7J12Y)  

INGR SO RBITAN ISO STEARATE (UNII: 0 1S2G2C1E4)  

INGR LAVENDER O IL (UNII: ZBP1YXW0 H8 )  

INGR GERANIUM O IL, ALGERIAN TYPE (UNII: 5Q1I9 4P4WG)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 30  mL in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct

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

Co smetic 0 1/11/20 12

Part 3 of 5

ZO MEDICAL OCLIPSE-C BROAD-SPECTRUM SUNSCREEN SPF 50   



titanium dioxide lotion

Product Information
Ite m Code  (Source ) NDC:428 51-0 52

Route  of Adminis tration TOPICAL

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

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP) (TITANIUM DIOXIDE - UNII:15FIX9 V2JP) TITANIUM DIOXIDE 0 .0 8  g  in 1 g

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R)  

STEARIC ACID (UNII: 4ELV7Z6 5AP)  

CYCLO METHICO NE 5 (UNII: 0 THT5PCI0 R)  

ALUMINUM HYDRO XIDE (UNII: 5QB0 T2IUN0 )  

PHENYL TRIMETHICO NE (UNII: DR0 K5NOJ4R)  

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

PENTYLENE GLYCO L (UNII: 50 C130 7PZG)  

DIMETHICO NE (UNII: 9 2RU3N3Y1O)  

GLYCERIN (UNII: PDC6 A3C0 OX)  

LAURYL LACTATE (UNII: G5SU0 BFK7O)  

ISO DECYL NEO PENTANO ATE (UNII: W6 0 VYE24XC)  

DIISO PRO PYL SEBACATE (UNII: J8 T3X56 4IH)  

PO LYACRYLAMIDE ( 150 0  MW)  (UNII: 5D6 TC4BRWV)  

SO DIUM DIHYDRO XYCETYL PHO SPHATE (UNII: YWI33EV59 5)  

PHYTO SPHINGO SINE (UNII: GIN46 U9 Q2Q)  

HYDRO GENATED PALM GLYCERIDES  (UNII: YCZ8 EM144Q)  

MELAMINE (UNII: N3GP2YSD8 8 )  

ERYTHRITO L (UNII: RA9 6 B9 54X6 )  

HO MARINE HYDRO CHLO RIDE (UNII: 8 8 6 6 LNG6 1N)  

NEPHELIUM LAPPACEUM FRUIT RIND (UNII: Y0 513T9 0 FO)  

SILICO N DIO XIDE (UNII: ETJ7Z6 XBU4)  

C13 -14  ISO PARAFFIN (UNII: E4F12ROE70 )  

LAURETH-7  (UNII: Z9 5S6 G8 20 1)  

PO LYO XYL 2 0  CETO STEARYL ETHER (UNII: YRC528 SWUY)  

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

PEG-10 0  STEARATE (UNII: YD0 1N19 9 9 R)  

GLYCERYL MO NO STEARATE (UNII: 230 OU9 XXE4)  

PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

CAPRYLYL GLYCO L (UNII: 0 0 YIU5438 U)  

CHLO RPHENESIN (UNII: I6 70 DAL4SZ)  

ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)  

SO DIUM BENZO ATE (UNII: OJ245FE5EU)  

PO TASSIUM SO RBATE (UNII: 1VPU26 JZZ4)  



Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:428 51-0 52-6 0 6 0  g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct

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 6 /0 1/20 13

Part 4 of 5

RESTORACALM SOOTHING RECOVERY   
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 BUTYLENE GLYCO L (UNII: 3XUS8 5K0 RA)  

INGR BIO SACCHARIDE GUM-4  (UNII: 9 XRL0 57X9 0 )  

INGR SHEA BUTTER (UNII: K49 155WL9 Y)  

INGR ETHYLHEXYL PALMITATE (UNII: 28 6 59 9 330 9 )  

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

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

INGR GLYCERIN (UNII: PDC6 A3C0 OX)  

INGR C10 -3 0  CHO LESTERO L/LANO STERO L ESTERS  (UNII: 137SL7IL0 Y)  

INGR CETYL ALCO HO L (UNII: 9 36 JST6 JCN)  

INGR DICAPRYLYL CARBO NATE (UNII: 6 0 9 A3V1SUA)  

INGR ISO NO NYL ISO NO NANO ATE (UNII: S4V5BS6 GCX)  

INGR ETHYLHEXYL ISO NO NANO ATE (UNII: I6 KB4GE3K4)  

INGR ARACHIDYL GLUCO SIDE (UNII: 6 JVW35JOOJ)  

INGR PEG-10 0  STEARATE (UNII: YD0 1N19 9 9 R)  

INGR GLYCERYL MO NO STEARATE (UNII: 230 OU9 XXE4)  

INGR ARACHIDYL ALCO HO L (UNII: 1QR1QRA9 BU)  

INGR DO CO SANO L (UNII: 9 G1OE216 XY)  

INGR DIMETHICO NE (UNII: 9 2RU3N3Y1O)  

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

INGR N-ACETYLTYRO SINE (UNII: DA8 G6 10 ZO5)  

INGR HYDRO LYZED JO JO BA ESTERS ( ACID FO RM)  (UNII: UDR6 41JW8 W)  

INGR LECITHIN, SO YBEAN (UNII: 1DI56 QDM6 2)  



INGR HYDRO LYZED SERICIN ( ENZYMATIC; 2 50 0  MW)  (UNII: 0 2EMA6 F9 6 C)  

INGR PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

INGR SUNFLO WER O IL (UNII: 3W1JG79 5YI)  

INGR ETHYL FERULATE (UNII: 5B8 9 15UELW)  

INGR PO LYGLYCERYL-10  O LEATE (UNII: 55C8 1W76 DH)  

INGR RO SEMARY (UNII: IJ6 7X351P9 )  

INGR URIDINE MO NO PHO SPHATE DISO DIUM (UNII: KD8 E20 0 71T)  

INGR SULFURYL FLUO RIDE (UNII: 6 4B59 K7U6 Q)  

INGR CARBO MER INTERPO LYMER TYPE A ( ALLYL SUCRO SE CRO SSLINKED)  (UNII:
59 TL3WG5CO)  

INGR 1,2 -HEXANEDIO L (UNII: TR0 46 Y3K1G)  

INGR PRO LINE (UNII: 9 DLQ4CIU6 V)  

INGR RETINO L (UNII: G2SH0 XKK9 1)  

INGR PO TASSIUM HYDRO XIDE (UNII: WZH3C48 M4T)  

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

INGR DEHYDRO ACETIC ACID (UNII: 2KAG279 R6 R)  

INGR ANGELICA SINENSIS RO O T (UNII: B6 6 F4574UG)  

INGR ADENO SINE TRIPHO SPHATE (UNII: 8 L70 Q75FXE)  

INGR HEXYLENE GLYCO L (UNII: KEH0 A3F75J)  

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

INGR PO TASSIUM SO RBATE (UNII: 1VPU26 JZZ4)  

INGR XANTHAN GUM (UNII: TTV12P4NEE)  

INGR BUTYLATED HYDRO XYTO LUENE (UNII: 1P9 D0 Z171K)  

INGR BUTYLATED HYDRO XYANISO LE (UNII: REK49 6 0 K2U)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 30  mL in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct

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

Co smetic 0 1/11/20 12

Part 5 of 5

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



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, UNSPECIFIED FO RM (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 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 HEXAPEPTIDE-12  (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; Type 0 : No t a  Co mbinatio n Pro duct



ZO Skin Health, Inc.

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

Co smetic 0 1/11/20 12

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 5/0 1/20 14

Labeler - ZO Skin Health, Inc. (826468527)

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

THIBIANT INTERNATIONAL, INC. 0 8 39 139 13 MANUFACTURE(428 51-156 )

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

SANITOR CORPORATION 79 747279 2 MANUFACTURE(428 51-156 )

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

Life tech Reso urces 6 22559 110 MANUFACTURE(428 51-156 )

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

PAKLAB 79 0 530 9 76 MANUFACTURE(428 51-156 )

 Revised: 4/2016
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