CERAVE DEVELOPED WITH DERMATOLOGISTS BABY MOISTURIZING-
dimethicone cream
L'Oreal USA Products Inc.

Drug Facts

Active ingredients

Dimethicone 1.2%

Purpose

Skin protectant

Uses
e temporarily protects and helps relieve chafed, chapped or cracked skin
¢ helps protect from the drying effects of wind and cold weather

Warnings
For external use only
When using 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

Do not use on

» deep or puncture wounds
* animal bites
e serious burns

Keep out of reach of children.

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

Directions

apply as needed

Inactive ingredients

water, glycerin, cetearyl alcohol, caprylic/capric triglycerides, cetyl alcohol, ceteareth-20,



petrolatum, ceramide 3, ceramide 6-1l, ceramide 1, hyaluronic acid, cholesterol,
phenoxyethanol, behentrimonium methosulphate, potassium phosphate, dipotassium
phosphate, ethylhexylglycerin, sodium lauroyl lactylate, disodium EDTA,
phytosphingosine, carbomer, xanthan gum, sodium hydroxide

Questions?
Toll-free number 1-888-768-2915
WWWw.cerave.com
B e
Moisturizing Cream isa uniquelpatented formula containing
NEW 3essential ceramides that moidturizes, protects and maintains

babies' delicate skin barrier forl24 hours. It soothes babies'
delicate skin !

Drug Facts
Active ingredient: Purpose

Dimethicone 12% b, Sk protectant

Uses |
« ternporarily protects and helps relievqchafed‘ chapped or cracked skin.
+ helps protect from the drying effects of wind and cold weather.

Wamings I
For external use only |
When using this product - co net getlinto eyes

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

Do not use on + deep or puncture wolinds +animal bites » serious burns

Keep out of reach of childien. If swallowed, get medical help or contact a
Poison Control Senter right away:

Directions !
+ apply as needed |
I
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|
[

Moisturizing
Cream

Skin protectant

Inactive ingredients
water, ghycerin, catear alochol, caprylicicapric trighycerides, cetyl alcohal,
ceteareth-20, petrolatumn, ceramide 3, ceramide 6-Il, ceramnide 1, hyalurenic
acidl, cholesterol, phencxyethansl, behéntrimenium methcsulphate, potassium
phosphate, dipotassium phosphate, ethyhexylglycerin, sodium lauroyl lactyate,
digodium EDTA, phytosphingosine, carbomer, xanthan gum, sodium hydoxide

Questions? |
Toll-free number 1-888-768-2015 : VAL CEN EVE, GO

Protects and l'l'ldilll'l'l'dil'ls baby’s Also try Cerave® Baby Wash & bhampoo and Ceraye® Diaper

* : H RashCream to complete your baby's healthy skin care regimen.
delicate skin barr,er AllCeraVe® Baby products are fra%ra nce-free, free of parabens,

) . | phthalates, and glutenand are NOT tested on animals
With ceramides 1: I3: and é-ll This package is free of phthalates & BPA

|
Moisturizes & prOTlectS 24 hours Lerpie LLE, ““‘H“““H ““““
3M01872"21805"

I
I
New York, NY 10001 |
Paraben & fragramce free MVE is a registered rademark |
I of DFB Technology, Ltd. I
Madein USA '
WWW.Cerave. com :
Guestions or comments? |
I
I

Net Wt. 5 0Z (142 g) 1-888-768-2915
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Mmsturlzmg Cream i5a umque'patented formula containing
3essential ceramides that moidturizes, protects and maintains
babies' delicate skin barmerfor@ﬂ hours. It soothes babies’
delicate skin.

Drug Facts

|
1
Active mgred.tents I Purpose
Dimnethicone 1.2%... e e SR protectant
. S
Uses |
temnperarily protects and helps rellevqchafed chapped of cracked skin,
DEVELOPED WITH DERMATOL 0GISTS » helps protect from the drying effects of wind and cold weather.
I Wamings I

| For external use only |

When using this product - co not getlinto eyes

Stop use and ask a doctor if - conditlon worsens - symptorns last rmore than
7 days or clear up and ccour again within a few days

Do not use on + deep of puncture wolinds »animal bites » serious burns
Keep out of reach of children. Ifswalbwed get medical help or contact a
Poigon Control Center right away

Directions I
+ apply as needed |

Inactive ingredients '

water, ghycerin, ceteary aloohol, Dapryhcfcaprlctng\ycerldes cetyl alcohol,
ceteareth-20, petrolatum, ceramide 3, teramide 8-, ceramide 1, hyaluromc
acid, cholesteral, phencxyethanc|, behéntrlmonlum methcsulphate, potassium
phoephate dipotassium phesohate, ethyhexylglycerin, sodium lauroyl lactylate,
disedium EOTA, phytosphingosing, carborner, Xanthan gurm, sedium hydoxide

Moisturizing
| Cream

Skin protectant Ditestions? ;
| Toll-free number 1-585-765-2015 VAN CEN EVE, COM
Protects and I'I'Idiljl'lfﬂil'ls biY'S Algo try Carave® Baby Wash & bhampoo and Cerave® Diaper
: H H RashCrearmn to complete your baby's healthy skin care regimen.
delicate skin barr,er AllCeraVe® Baby products are fra%rance -free, free of parabens,
) . | phthalates, and gluten and are tested on animals
With ceramides 1, IS’ and 6-Il This package is free of phthalates & BPA
I
; ; CeraVe LLC,
Moisturizes & pro’rleds 24 hours New York NY 10001
Paraben & fragramce free MVE is a registered trademark
of DFB Technology, Ltd
Made in USA

www.Ccerave. com

(HQuestions or comments?
] 1-898-7468-2915

Net Wt. 50Z (14 3M01872"21805
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Mmsturlzmg Cream i5a umque'patented formula containing
3essential ceramides that moidturizes, protects and maintains

NEW babies' delicate skin barmerfor@ﬂ hours. It soothes babies’
delicate skin.
Drug Facts :
Active mgred.tents I Purpose
i Dimnethicone 1.2%... T (| S .....Skin protectant
i T
Uses |
temnperarily protects and helps rellevqchafed chapped of cracked skin,

» helps protect from the drying effects of wind and cold weather.

Wamings I

For external use only |

When using this product - co not getlinto eyes

Stop use and ask a doctor if - conditlon worsens - symptorns last rmore than
7 days or clear up and ccour again within a few days

Do not use on + deep of puncture wolinds »animal bites » serious burns
Keep out of reach of children. Ifswalbwed get medical help or contact a
Poigon Control Center right away

Directions I
+ apply as needed |

Inactive ingredients '

water, ghycerin, ceteary aloohol, Dapryhcfcaprlctng\ycerldes cetyl alcohol,
ceteareth-20, petrolatum, ceramide 3, teramide 8-, ceramide 1, hyaluromc
acid, cholesteral, phencxyethanc|, behéntrlmonlum methcsulphate, potassium
phoephate dipotassium phesohate, ethyhexylglycerin, sodium lauroyl lactylate,
disedium EOTA, phytosphingosing, carborner, Xanthan gurm, sedium hydoxide

Guestions? i
Toll-free number 1-585-765-2015 VAN CEN EVE, COM
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|
|

Moisturizing
i Cream

Skin protectant

Protects and I'I'IOiIJI'ITGiI'IS biY'S Algo try Carave® Baby Wash & bhampoo and Cerave® Diaper

: H H RashCrearmn to complete your baby's healthy skin care regimen.
delicate skin barr,er AllCeraVe® Baby products are fra%rance -free, free of parabens,
phthalates, and gluten and are tested on animals

;i . |
With ceramides 1, IS’ and 6-Il This package is free of phthalates & BPA
|
Moisturizes & profects 24 hours Leme LLE, “ “
30187221805

| New York, NY 10001
Paraben & frqgramce free MVE is a registered trademark
of DFB Technology, Ltd

Made in USA
WiW.Ccerave.com

Questions or comments?

Net Wt. 50Z (1424) 1-888-768-2915
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CERAVE DEVELOPED WITH DERMATOLOGISTS BABY MOISTURIZING

dimethicone cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:49967-805
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
DIMETHICONE (UNII: 92RU3N3Y10) (DIMETHICONE - UNII:92RU3N3Y10) DIMETHICONE 12mg inlg

Inactive Ingredients

Ingredient Name Strength
WATER (UNIl: 059QFOKOOR)
GLYCERIN (UNIl: PDC6A3C00X)
CETOSTEARYL ALCOHOL (UNII: 2DMT128M1S)
MEDIUM-CHAIN TRIGLYCERIDES (UNII: C9H2L21V7U)
CETYL ALCOHOL (UNII: 936JST6JCN)




POLYOXYL 20 CETOSTEARYL ETHER (UNII: YRC528SWUY)
PETROLATUM (UNII: 4T6H12BN9U)

CERAMIDE 3 (UNII: 4370DF050B)

CERAMIDE AP (UNII: F1X8L2BO00J)

CERAMIDE 1 (UNIl: 5THT33P7X7)

HYALURONIC ACID (UNIIl: S270NOTRQY)

CHOLESTEROL (UNII: 97C5T2UQ7))

PHENOXYETHANOL (UNII: HIE492ZZ 3T)
BEHENTRIMONIUM METHOSULFATE (UNII: 55HP745C61)
MONOBASIC POTASSIUM PHOSPHATE (UNII: 4J9FJOHL51)
DIBASIC POTASSIUM PHOSPHATE (UNII: CI71S98N1Z)
ETHYLHEXYLGLYCERIN (UNIl: 147D247K3P)

SODIUM LAUROYL LACTYLATE (UNII: 7243K85WFO)
EDETATE DISODIUM (UNII: 7FLD91C86K)
PHYTOSPHINGOSINE (UNII: GIN46U9Q2Q)

CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIl: 0OA5SMM307FC)
XANTHAN GUM (UNII: TTV12P4NEE)

SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description Marketing Start  Marketing End
Date Date
1 NDC:49967-805- 142 g in 1 TUBE; Type 0: Not a Combination 09/15/2017 05/31/2024
01 Product
2 NDC:49967-805- 14.2 g in 1 TUBE; Type 0: Not a Combination 09/15/2017 05/31/2024
02 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO016 09/15/2017 05/31/2024
Labeler - Loreal USA Products Inc. (002136794)
Establishment
Name Address ID/FEI Business Operations
L'Oreal USA Products, Inc. 624244349 MANUFACTURE(49967-805)

Revised: 1/2024 L'Oreal USA Products Inc.
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