JOHNSONS BATH DISCOVERY BABY GIFT SET- zinc oxide
Johnson & Johnson Consumer 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.

Desitin ® Maximum Strength Zinc Oxide Diaper Rash Paste
Drug Facts

Active ingredient
Zinc Oxide 40%

Purpose

Skin Protectant

Uses
e helps treat and prevent diaper rash
e protects chafed skin due to diaper rash and helps seal out wetness

Warnings

For external use only

When using this product
e do not get into eyes

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

Keep out of reach of children. If swallowed, get medical help or contact a Poison
Control Center right away.

Directions

e change wet and soiled diapers promptly
e cleanse the diaper area

e allow to dry
[ J

apply paste liberally as often as necessary, with each diaper change, especially at
bedtime or anytime when exposure to wet diapers may be prolonged

Other information



e store at 20°C to 25°C (68°F to 77°F)
e may stain clothing

Inactive ingredients

Petrolatum, Cod Liver Oil, Lanolin, Talc, Glycerin, Sorbitan Sesquioleate, Beeswax,
Tocopheryl Acetate, Fragrance

Questions?
Call toll-free 800-720-3843 or 215-273-8755 (collect)

Distributed by: JOHNSON & JOHNSON CONSUMER INC.
Skillman, NJ 08558

PRINCIPAL DISPLAY PANEL - Kit Tray

bath

discovery ®

baby gift set

set de regalo para bebés descubramos el bano
no parabens, phthalates, sulfates or dyes

more than
getting clean,
it's time to
play and learn

JOHNSON'S ®

JOHNSON'S ® baby lotion 10.2 FL OZ (300mL) * JOHNSON'S ® HEAD-TO TOE ® wash
and shampoo 10.2 FL OZ (300 mL) * JOHNSON'S ® baby shampoo 6.8 FL OZ (200 mL)
JOHNSON'S ® COTTONTOUCH™ newborn face & body lotion 1.7 FL OZ (50 mL)
JOHNSON'S ® hand & face wipes 25 Ct. 7.5 x 3in. (190x185cm)

JOHNSON'S ® safety swabs 55 ct « DESITIN ® Maximum Strength Zinc Oxide Diaper
Rash Paste 2 OZ (57 q)
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set de regalo para bebés descubramos el bafio

no parabens phthalates"smfates or dyes

JOHNSON'S® baby lotion 10.2 FL OZ (300 mL) + JOHNSON'S® HEA

-TO-TOE® wash & shampoo 10.2 FL OZ (300 mL)
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more than
getting clean,
it’'s time to

play and learn
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+ JOHNSON'S® baby shampoo 6.8 FL OZ (200 mL)

JOHNSON'S® COTTONTOUCH™ newborn face & body lotion 1.7 FL OZ {50 mL) « JOHNSON'S® hand & face wipes 25 ct. 7.5 x 3in, {(190x185mm)
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JOHNSON'S® safety swabs 55 ct. +
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SAFETY TIP: Keep products out of reach of children. Discard suter wrap
and inmver filker immediately after opening, This Is nota tey. CONSEIO DE
SEGURIDAD: Mantener los productos fuerd del alcance de los nifos,
Desechar [a envoltura y &l rellens inmediatamente despugs de abrir.
E510 o &5 un juguste. '

JOHNSON'S® baby Iotion / lecion 10,2 FL OZ {300 mL)
INGREDIENTS: Water', Glycanin®, Isopropy! Palmitate’, Stearic Aoid®,
Glycaryl Stearale®, |cahal®, Cocos Mutilers [Catomul) OF°,
Dimethicons, Catearyl Alcanal’, Phenasyethanol, Polysarbate 20,
Magnesiwm Alutinum Suledte”, Fragrante, Carbomar, p- "
Sadium Hydraxide, Xanihan Gurn', Bty irexylgyceria

0
JOHNSON'S® HEAD-TO - TOE® wash & shampos | Beno y champd
10,2 FL OZ (300 mL}

INGREDIENTS: Water®, Cocamidapropyl Betane”, PEG- SDsumltan
Laurate, Glycara®, F‘EG 154 Pantzarythrityt T astearste, PAG-2
I‘h;duan;erhyl Cocamide; Phono it Cocayt
Taurate’, Suaiumﬂenzuam, Decyl Glazds itric i, Fragrance,
Ethylhesyinlyeetin

JOHNSON'S® bady shampoe 6.8 FL OZ {200 mL)
IHGIIEDIENTS Water Eu:amlu Sptopyl Betaine®, Decyl Glucosice",
= Glucoside®, PEG-20 Sorbitan Laurate,
EG-150 Distearale, Sodium
youatertium-t, Disodwm EOTA

Glycann’;
Methyl Cocoyi Ta

Safety Tip intermation for JOHNSON'S® baby
letion, JOHNSON'S® HEAD-TO-TOE® wash &
shompoo. and JOHNSON'S® baby shampoo
Informacian de sugerencia de seguridad para la
locian para bebés JOHMSON'S®, ¢| bafo y champu
JOHNSON'S® HEAD-TO-TGE® y el champu para
bebis JOHNSON'S®

SAFETY TIP: DO NOT USE IF TEAR TAR IS BROKEN
OR MIS5ING. REMOVE AND DISCARD BEFORE
USE, CONSEJO DE SEGURIDAD: NO USAR SI LA
PESTANA PARA ABRIR ESTA ROTA O MO ESTA,
RETIRAR Y DESECHAR ANTES DE USAR.

JOHNSON'S® COTTONTOUCH® nevibor face &
Body lo'tlmiTFl. OZ {50 L)

Crosspolymer, Cagry! i
Sadiim Hydsoxide, Exhyl I'..-:erm Trr_q:.nlme
SAFETY TIP: Avaid contact with eyes. Do nat use if
aquiality seal 5 broken, CONSEIO DE SEGURIDAG:

‘Evitar el contacto con los ojos. No usar si i seflo de

seguridad estd rota.

DESITIN® Maximum Strength Zinc Oxide Diaper Rash Paste 2 0Z (57 g)
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For over 125 years JOHNSON’S® formulas have been
specially designed for baby’s unique and delicate skin.
Great for kids and adults too!

¥ Tested with pediatricians

¥ Hypoallergenic; formulated to be gentle, never harsh
w Suitable for everyday use

Every JOHNSON'S® product is designed to meet or exceed ﬁ

T e

the top internationally recognized regulatory standards.
Learn more at www.johnsonsbaby.com.
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3 8137-118878 ¢

DESITIN® Maximum Strength Zinc Oxide Diaper Rash Paste / DESITIN® Maxima concentracion (xido de Zinc Pasta para las irritaciones causadas por el panal

Drug Facts

Drug Facts (continued)

Datos del firmaco

Datos del fdrmaco (continuacion)

Active ingredient

Zinc Oxide 40%

Uses

= holps treat and prevent diaper rash

» protects chafed skin due o diaper rash
and helps seal out wetness

Directions

» change wet and soiled diapers promplly

+ cleanse the diaper area = allaw to dry

» apply cream |iberally 25 often as necessary,
with each diaper change. especially at
bedtime or anytime when exposure fo

wiet diapess may be prolonged

activo Objetivo

Ingrediente
Zinc Oxide 40 % Protector para b pisl

Usos

= yurla a tratar y preveni ka dormatitis dl pafial

= protepe I pldl irritada por dermatitis del
parial y permite aislar la humedad

Warnings
For external use only

When using this product
« do ot get into eves

Other information
» stare al 20°C 1o 25°C (68 1o TT°F)
= mzy stain clothing

Stop use and ask a doctor it

= condition worsens

= symptoms last more than 7 days or clear
up @ accur again within a few days

Inactive ingredients

Patrodatum, God Liver 0. Lanalin_ Taks,
Glycerin, Sorbitan Sesquioleate, Baeswax,
Tocopheryl Acetate, Fragranca

Keep out of reach of chilidren,
¥ swallowed, get medical help or contac!
a Poisan Contral Certer right away.

Questions? ca iktrea 800-720-3843
or 215273-8755 (collect)

Advertencias
Solo para uso externo

Al usar este producte
» gyitar qua enire en contacto con los ojos

Suspenda su uso y consalie a un médico si

» se agrava ka afeccion

» ks siomas duran més de 7 dias o s disipan
y vuedven 2 ocurrir despuds de posos das

Mantener fuera del lcance de bos nifios.
En case de ingesta, sdicitar 2sistencia médica
© comunicarse inmediataments

con un cantra do contred de tovicokogla. P

» cambiar los panales mojados y sucios
inmediataments = Fmpiar el drea del padal
» dejar sacar = aplicar b pasta
atiundantemenie con |a irecuencia necasasia &n
303 cambio de pafial, schre todo antes de
darmir y o cualquisr otro moments e nus
peta haher una axpasiciin prolongada a un
panzl nimedn

Informacion adicional
* ghvacanarontre 20 *Cy 26 °C. (68 *Fy 77 *F)
= pueds manchar k2 ropa

tes inactivos
Petrolatum, Cod Lver OIL Lanalin, Taks,
Glycenin, Sorbitan Sesquinlexts, Basswax,
Totxpheryl Avetats, Fragrance

ZPregumtas? Liama al nimern
gratuito BOO-720-3843 0 215-273-8755
{eabro revertido)

Faor mare infarmation on preventing and treating diaper rash, visit www.desitin.com
Para obtener mds informacidn sobre cdmo prewvenir y tratar las irritaciones
causadas por el pafial, visite www.desitin.com

JOHNSON'S® hand & face wipes

25 ct. 7.5 x 3in. (190x185mm)

INGREDIENTS: Water”, Glycerin®, Silk Aming Acids, Capryyl Glycol, PEG-40 Hydrogenated Castor O,
Sodiem Benzoate, Citric Acid®, Fragrance

SAFETY TIP: For external use anly.

DESITIN® Active Made in Canada

Ingredientes activos Hochos en Canada

CONSEJO DE SEGURIDAD: Para use externo exclusivamente. JOHNSON'S® hand & face Wipes Madein UK .
JOHNSON'S® spfely swabs Tealiitas para la cara y las manos Fabricado en Relna Unida
55¢ct. : L JOHNSON'S? safety swabs Made in Mexico

Caution when using an ears, Use gently to remove visible dirt and wax around outer surface of the sar. Hisepos protectores JOHNSON'S® Fabricado en México

Inserting inta the ear canal can cause injury. Use only as directed, Improper use can cause injury, a T = . = :
Se debe tener precaucién cuando se use en oides. Usar suavemente para sacar la suciedad y la cera visibles. %“:?Lﬁ::"?i‘:mf;ﬁgﬁ%ﬁ:::sieu‘ljéf;tl c&ljecl A5-273-9786.
alrededar de la superficie externa de la oreja. Intreducirle en el canal suditivo puede causar lesiones. Usar selo I‘Iamgda.ﬂe cohio revertido al 215-273-8756,

indica, El indebide puate causar lasiones.
s e Distributed by Distriouide sor: JOHNSON & JOHNSON CONSUMER INC,
@ "raturally-derived ingredients Skiflman, NJ0E558 © J&JC1 2020

30046557
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JOHNSONS BATH DISCOVERY BABY GIFT SET

zinc oxide kit



Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:69968-0549
Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:69968-0549-1 1in 1 TRAY 12/31/2018 06/05/2024

Quantity of Parts

Part # Package Quantity Total Product Quantity
Partl 1 TUBE 57 g

Part2 1 BOTTLE 300 mL

Part3 1 BOTTLE 300 mL

Part4 1 BOTTLE 200 mL

Part5 1 BOTTLE 50 mL

Part 6 1 PACKET 25

Part 1 of 6

DESITIN MAXIMUM STRENGTH DIAPER RASH

zinc oxide paste

Product Information
Item Code (Source) NDC:69968-0061

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ZINC OXIDE (UNII: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z) ZINC OXIDE 400 mg inlg

Inactive Ingredients

Ingredient Name Strength
PETROLATUM (UNII: 4T6H12BN9U)
COD LIVER OIL (UNIl: BBL281NWFG)
LANOLIN (UNIl: 7EV65EAW6H)
TALC (UNIl: 7SEV7)4R1U)
GLYCERIN (UNII: PDC6A3C00X)
SORBITAN SESQUIOLEATE (UNIl: OWSRRISW5A)
YELLOW WAX (UNIl: 2Z A36H0S2V)
.ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)



Packaging

# Item Code Package Description
NDC:69968- :
L 50615 1in 1 CARTON

57 g in 1 TUBE; Type 0: Not a Combination
Product

Marketing Information

Marketing Start
Date

Marketing End
Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph final part347 11/16/2015
Part 2 of 6
JOHNSONS BABY
lotions, oils, powders, and creams lotion
Product Information
Route of Administration TOPICAL
Other Ingredients
Ingrgdient Ingredient Name Quantity
Kind
INGR WATER (UNII: 059QFOKOOR)
INGR GLYCERIN (UNIl: PDC6A3C00OX)
INGR ISOPROPYL PALMITATE (UNIl: 8CRQ2TH63M)
INGR STEARIC ACID (UNII: 4ELV7Z65AP)
INGR GLYCERYL MONOSTEARATE (UNII: 2300U9XXE4)
INGR CETYL ALCOHOL (UNII: 936JST6JCN)
INGR COCONUT OIL (UNII: Q9LOO73W7L)
INGR DIMETHICONE (UNIl: 92RU3N3Y10)
INGR CETOSTEARYL ALCOHOL (UNII: 2DMT128M15S)
INGR PHENOXYETHANOL (UNII: HIE492ZZ 3T)
INGR POLYSORBATE 20 (UNII: 7T1F30V5YH)
INGR MAGNESIUM ALUMINUM SILICATE (UNIl: 6M3P64VONC)
INGR CARBOMER INTERPOLYMER TYPE A (ALLYL SUCROSE CROSSLINKED) (UNII:
59TL3WG5CO)
INGR P-ANISIC ACID (UNIl: 4SB6Y7DMM3)
INGR SODIUM HYDROXIDE (UNIl: 55X04QC32I)
INGR XANTHAN GUM (UNII: TTV12P4NEE)
INGR ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)

INGR TITANIUM DIOXIDE (UNII: 15FIX9V2)P)



Packaging

Item S Marketing Start
# Code Package Description Date
1 300 mL in 1 BOTTLE; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start

Category Citation Date
Cosmetic 07/09/2018

Part 3 of 6

JOHNSONS HEAD TO TOE WASH AND SHAMPOO
baby shampoos liquid

Product Information

Route of Administration TOPICAL

Other Ingredients

Ingredient Kind Ingredient Name
INGR WATER (UNIl: 059QF0KOO0R)
INGR COCAMIDOPROPYL BETAINE (UNIl: 50CF3011KX)
INGR PEG-80 SORBITAN LAURATE (UNIl: 239B50Y732)
INGR GLYCERIN (UNIl: PDC6A3C0O0X)
INGR PEG-150 PENTAERYTHRITYL TETRASTEARATE (UNIl: 8L400Q76AM)
INGR PPG-2 HYDROXYETHYL COCAMIDE (UNIl: 34N07GUJ3X)
INGR PHENOXYETHANOL (UNII: HIE492ZZ 3T)
INGR SODIUM METHYL COCOYL TAURATE (UNII: JVL98CG53G)
INGR SODIUM BENZOATE (UNIl: OJ245FE5EU)
INGR DECYL GLUCOSIDE (UNIl: Z17H97EA6Y)
INGR CITRIC ACID MONOHYDRATE (UNIl: 2968PHW8QP)
INGR ETHYLHEXYLGLYCERIN (UNIl: 147D247K3P)
Packaging
# <] Package Description il Sl

Code Date

300 mL in 1 BOTTLE; Type 0: Not a Combination
Product

Marketing End
Date

Marketing End
Date

Quantity

Marketing End
Date



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
Cosmetic 07/09/2018
Part 4 of 6
JOHNSONS BABY SHAMPOO
baby shampoos liquid
Product Information
Route of Administration TOPICAL
Other Ingredients
Ingredient Kind Ingredient Name Quantity
INGR WATER (UNII: 059QFO0KOOR)
INGR COCAMIDOPROPYL BETAINE (UNIl: 50CF3011KX)
INGR DECYL GLUCOSIDE (UNII: Z17H97EA6Y)
INGR SODIUM COCOYL ISETHIONATE (UNII: 518XTE8493)
INGR LAURYL GLUCOSIDE (UNII: 76LN7P7UCU)
INGR PEG-80 SORBITAN LAURATE (UNIl: 239B50Y732)
INGR GLYCERIN (UNII: PDC6A3C00X)
INGR CITRIC ACID MONOHYDRATE (UNIl: 2968PHW8QP)
INGR SODIUM BENZOATE (UNII: OJ245FE5EU)
INGR PEG-150 DISTEARATE (UNII: 6F36Q0I0AC)
INGR SODIUM METHYL COCOYL TAURATE (UNII: JVL98CG53G)
INGR EDETATE DISODIUM (UNII: 7FLD91C86K)
Packaging
Item - Marketing Start Marketing End
# Code Package Description Date Date
1 200 mL in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph
Category Citation
Cosmetic

Part 5 of 6

Marketing Start Marketing End
Date Date

07/09/2018



JOHNSONS COTTONTOUCH NEWBORN FACE AND BODY

lotions, oils, powders, and creams lotion

Product Information

Route of Administration TOPICAL

Other Ingredients

Quantity

Marketing End
Date

Marketing End
Date

Inglr(tia:(;ent Ingredient Name
INGR WATER (UNIl: 059QFOKOO0R)
INGR GLYCERIN (UNII: PDC6A3C00X)
INGR ISOPROPYL PALMITATE (UNII: 8CRQ2TH63M)
INGR COTTON FIBER (UNIl: 70LDW53R0OO0)
INGR DIMETHICONE (UNII: 92RU3N3Y10)
INGR PHENOXYETHANOL (UNII: HIE492ZZ3T)
INGR CETEARYL OLIVATE (UNII: 58B69Q84J0)
INGR SORBITAN OLIVATE (UNIl: MDL271E3GR)
INGR CARBOMER INTERPOLYMER TYPE A (ALLYL SUCROSE CROSSLINKED) (UNII:
59TL3WG5CO)
INGR CAPRYLYL GLYCOL (UNII: 00YIU5438U)
INGR 1,2-HEXANEDIOL (UNII: TR0O46Y3K1G)
INGR SODIUM HYDROXIDE (UNII: 55X04QC32I)
INGR ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)
INGR TROPOLONE (UNIl: 7L6DL16P1T)
Packaging
# (I:t::; Package Description Markelz)t:::g S
1 50 mL in 1 BOTTLE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
Cosmetic 07/09/2018

Part 6 of 6
JOHNSONS HAND AND FACE WIPES

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



Product Information

Route of Administration TOPICAL

Other Ingredients

Ingredient Kind Ingredient Name Quantity
INGR WATER (UNIl: 059QFOKOOR)
INGR GLYCERIN (UNII: PDC6A3C00X)
INGR AMINO ACIDS, SILK (UNIl: VOLOOEX1IA)
INGR CAPRYLYL GLYCOL (UNII: 00YIU5438U)
INGR POLYOXYL 40 HYDROGENATED CASTOR OIL (UNII: 7YC686GQ8F)
INGR SODIUM BENZOATE (UNIl: OJ245FE5EU)
INGR CITRIC ACID MONOHYDRATE (UNIl: 2968PHW8QP)
Packaging
# ét;;ne Package Description MarkeDt:::g Start Markgg;\eg End

25 in 1 PACKET; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph
Category Citation
Cosmetic

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC monograph final part347

Labeler - Johnson & Johnson Consumer Inc. (118772437)

Revised: 5/2023

Marketing Start Marketing End
Date Date

10/08/2018

Marketing Start Marketing End
Date Date

12/31/2018 06/05/2024

Johnson & Johnson Consumer Inc.
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