
ZO MEDICAL 3-STEP PEEL KIT- oatmeal  
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 3-STEP PEEL™ Kit
Drug Facts

Active ingredient
Colloidal Oatmeal, 1%

Purpose
Skin Protectant

Uses
Temporarily protects and helps relieve minor skin irritation and itching due to:

rashes.

Warnings
For external use only
When us ing this  product

do not get into eyes

Stop use and ask a doctor if
condition worsens
symptoms last more than 7 days or clear up and occur again within a few days

Keep out of the reach of children

Directions
apply as needed

Inactive ingredients
Water, Glycerin, Petrolatum, Distearyldimonium Chloride, Isopropyl Palmitate, Cyclopentasiloxane,
Cetyl Alcohol, Butyrospermum Parkii (Shea) Butter, Benzyl Alcohol, Polymethyl Methacrylate,
Dipotassium Glycyrrhizate, Benzalkonium Chloride, Butylene Glycol, Tocopheryl Acetate, Pentylene
Glycol, 1,2-Hexanediol, Sodium Chloride, Alcohol, Isopropyl Alcohol, Beta-Glucan, Retinyl
Palmitate, Ascorbic Acid, Dibenzyl Ether, Tetrapeptide-21, Myristoyl Pentapeptide-11.
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ZO MEDICAL 3-STEP PEEL KIT  
oatmeal kit



Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:428 51-19 0

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:428 51-19 0 -56 1 in 1 CARTON 12/0 1/20 16

Quantity of Parts
Part # Package Quantity Total Product Quantity
Pa rt 1 6  BOTTLE, DISPENSING 48  mL

Pa rt 2 12 PACKET 30  g

Pa rt 3 6  TUBE 348  mL

Part 1 of 3

ZO MEDICAL PEEL  
cleansing (cold creams, cleansing lotions, liquids, and pads) solution

Product Information
Route  of Adminis tration TOPICAL

Other Ingredients
Ingredient Kind Ingredient Name Quantity

INGR Alco ho l  (UNII: 3K9 9 58 V9 0 M)  

INGR Sa licylic  Acid  (UNII: O414PZ4LPZ)  

INGR Trichlo ro a cetic  Acid  (UNII: 5V2JDO0 56 X)  

INGR Wa ter (UNII: 0 59 QF0 KO0 R)  

INGR LACTIC ACID, UNSPECIFIED FO RM (UNII: 33X0 4XA5AT)  

INGR DIETHYLENE GLYCO L MO NO ETHYL ETHER (UNII: A1A1I8 X0 2B)  

INGR TERT-BUTYL ALCO HO L (UNII: MD8 3SFE9 59 )  

INGR Dena to nium Benzo a te  (UNII: 4YK5Z54AT2)  

INGR FD&C YELLO W NO . 5 (UNII: I753WB2F1M)  

Packaging

# Item
Code Package Description Marketing  Start

Date
Marketing  End

Date

1 8  mL in 1 BOTTLE, DISPENSING; 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

COSMETIC 12/0 1/20 16

Part 2 of 3

ZO MEDICAL RETINOL CREME COMPLEX  
cleansing (cold creams, cleansing lotions, liquids, and pads) cream

Product Information
Route  of Adminis tration TOPICAL

Other Ingredients
Ingredient

Kind Ingredient Name Quantity

INGR Wa ter (UNII: 0 59 QF0 KO0 R)  

INGR MEDIUM-CHAIN TRIGLYCERIDES  (UNII: C9 H2L21V7U)  

INGR Po lyso rba te  2 0  (UNII: 7T1F30 V5YH)  

INGR Retino l  (UNII: G2SH0 XKK9 1)  

INGR Glycerin  (UNII: PDC6 A3C0 OX)  

INGR ALLYL METHACRYLATE (UNII: G2IG50 6 53Z)  

INGR Stea ryl Alco ho l  (UNII: 2KR8 9 I4H1Y)  

INGR Po lyso rba te  6 0  (UNII: CAL22UVI4M)  

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

INGR Butylene Glyco l  (UNII: 3XUS8 5K0 RA)  

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

INGR Pa lmitic  Acid  (UNII: 2V16 EO9 5H1)  

INGR UBIDECARENO NE (UNII: EJ27X76 M46 )  

INGR TRO LAMINE (UNII: 9 O3K9 3S3TK)  

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

INGR Hydro g ena ted Jo j o ba  O il  (UNII: 7F6 74YQ5SO)  

INGR GLYCYRRHIZINATE DIPO TASSIUM (UNII: CA2Y0 FE3FX)  

INGR Dimethico ne  (UNII: 9 2RU3N3Y1O)  

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

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

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

INGR Stea ric  Acid  (UNII: 4ELV7Z6 5AP)  

INGR LEVO MENO L (UNII: 24WE0 3BX2T)  

INGR Asco rbic  Acid  (UNII: PQ6 CK8 PD0 R)  

INGR So rbito l  (UNII: 50 6 T6 0 A25R)  

INGR Pheno xyetha no l  (UNII: HIE49 2ZZ3T)  

INGR HEXAMETHYLCYCLO TRISILO XANE (UNII: EPV75L8 O0 R)  

INGR CYCLO METHICO NE 4  (UNII: CZ227117JE)  

INGR CYCLO METHICO NE 6  (UNII: XHK3U310 BA)  

INGR GREEN TEA LEAF (UNII: W2ZU1RY8 B0 )  

INGR HYALURO NATE SO DIUM (UNII: YSE9 PPT4TH)  



INGR HYALURO NATE SO DIUM (UNII: YSE9 PPT4TH)  

INGR SAFFLO WER O IL (UNII: 6 5UEH26 2IS)  

INGR CALENDULA O FFICINALIS FLO WER (UNII: P0 M7O4Y7YD)  

INGR Xa ntha n Gum  (UNII: TTV12P4NEE)  

INGR Hexylene Glyco l  (UNII: KEH0 A3F75J)  

INGR Ethylhexylg lycerin  (UNII: 147D247K3P)  

INGR Ca prylyl Glyco l  (UNII: 0 0 YIU5438 U)  

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

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

INGR APPLE FRUIT O IL (UNII: 9 NT9 8 7I3A8 )  

INGR Myristic  Acid  (UNII: 0 I3V7S25AW)  

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

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 2.5 g in 1 PACKET; 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

COSMETIC 12/0 1/20 16

Part 3 of 3

REVITATROL EPIDERMAL REPAIR SKIN PROTECTANT  
oatmeal lotion

Product Information
Ite m Code  (Source ) NDC:428 51-0 8 3

Route  of Adminis tration TOPICAL

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

O ATMEAL (UNII: 8 PI54V6 6 3Y) (OATMEAL - UNII:8 PI54V6 6 3Y) OATMEAL 10  mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

Wa ter (UNII: 0 59 QF0 KO0 R)  

Glycerin  (UNII: PDC6 A3C0 OX)  

Petro la tum  (UNII: 4T6 H12BN9 U)  

Distea ryldimo nium Chlo ride  (UNII: OM9 573ZX3X)  

Iso pro pyl Pa lmita te  (UNII: 8 CRQ2TH6 3M)  



ZO Skin Health, Inc.

CYCLO METHICO NE 5 (UNII: 0 THT5PCI0 R)  

Cetyl Alco ho l  (UNII: 9 36 JST6 JCN)  

SHEA BUTTER (UNII: K49 155WL9 Y)  

Benzyl Alco ho l  (UNII: LKG8 49 4WBH)  

PO LY( METHYL METHACRYLATE; 4 50 0 0 0  MW)  (UNII: Z47NNT4J11)  

GLYCYRRHIZINATE DIPO TASSIUM (UNII: CA2Y0 FE3FX)  

Benza lko nium Chlo ride  (UNII: F5UM2KM3W7)  

Butylene Glyco l  (UNII: 3XUS8 5K0 RA)  

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

Pentylene Glyco l  (UNII: 50 C130 7PZG)  

1,2 -Hexa nedio l  (UNII: TR0 46 Y3K1G)  

So dium Chlo ride  (UNII: 451W47IQ8 X)  

Alco ho l  (UNII: 3K9 9 58 V9 0 M)  

Iso pro pyl Alco ho l  (UNII: ND2M416 30 2)  

VITAMIN A PALMITATE (UNII: 1D1K0 N0 VVC)  

Asco rbic  Acid  (UNII: PQ6 CK8 PD0 R)  

Dibenzyl Ether (UNII: 2O6 CNO27RJ)  

Tetra peptide-2 1 (UNII: 179 JUC43HU)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:428 51-0 8 3-56 58  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

OTC MONOGRAPH FINAL part347 12/0 1/20 16

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

OTC MONOGRAPH FINAL part347 12/0 1/20 16

Labeler - ZO Skin Health, Inc. (826468527)

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

G.S. COSMECEUTICAL USA, INC. 0 170 14734 MANUFACTURE(428 51-19 0 )

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

PakLab 79 0 530 9 76 MANUFACTURE(428 51-19 0 )

 Revised: 4/2018
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