
DR. OBERON DIAPER RASH BABY CREAM- zinc oxide, dimethicone cream  
Oberon Cosmetic Co., Ltd.
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.

----------

Dr. Oberon Diaper Rash Baby Cream

For external use only
When us ing this  product
Do not get into eyes
Stop use and ask a doctor if
Condition worsens
Symptoms las t more than 7 days  or clear up and occur within a few days .

Zinc Oxide (5%)
Dimethicone (1%)

Skin protectant

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

� Helps  treat and prevent diaper rash
� Protects  chafed skin due to diaper rash
� Helps  seal out wetness

1. Change wet or soiled diapers  promptly
2. Clean the diaper area
3. Allow to dry
4. Apply cream liberally as  often as  necessary, with each diaper change, especially at bedtime or
any time prolonged exposure to wet diapers  may be prolonged.

Water, Butylene glycol, Olea europaea (olive) fruit oil, Cetearyl olivate, Sorbitan olivate, Glycerin,
Caprylic/capic triglyceride, Beeswax, Cetearyl alcohol, Sodium hyaluronate, Butyrospermum
parikli (shea) butter, Theobroma cacao (cocoa) seed butter, Trehalose, Limnanthes  alba
(meadowfoam) seed oil,, Betula platyphylla japonica juice, glyceryl caprylate, glycerin, portulaca
oleracea extract, centella as iatica extract, polyconum cuspidatum root extract, scutellaria
baicalens is  root extract, camellia s ines is  leaf extract, glycyrrhiza glabra (licorice) root extract,
Chamomilla ecutita (matricaria) flower extract, Rosmarinus  officinalis  (rosemary) leaf extract, P-
anis ic acid, Xanthan gum, Lactic acid, Tocopheryl acetate, Punica granatum fruit extract,
Allantoin, Panthenol, Dipotass ium glycyrrhizate, Fragrance





DR. OBERON DIAPER RASH BABY CREAM  
zinc oxide, dimethicone cream

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:528 9 1-10 4

Route  of Adminis tration TOPICAL

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

ZINC O XIDE (UNII: SOI2LOH54Z) (ZINC CATION - UNII:13S1S8 SF37) ZINC CATION 0 .75 g  in 15 g

DIMETHICO NE (UNII: 9 2RU3N3Y1O) (DIMETHICONE - UNII:9 2RU3N3Y1O) DIMETHICONE 0 .15 g  in 15 g

Inactive Ingredients
Ingredient Name Strength

Wa ter (UNII: 0 59 QF0 KO0 R)  

Butylene g lyco l  (UNII: 3XUS8 5K0 RA)  

O LEA EURO PAEA FRUIT VO LATILE O IL (UNII: 8 E7358 CX1J)  

Cetea ryl o liva te  (UNII: 58 B6 9 Q8 4JO)  

So rbita n o liva te  (UNII: MDL271E3GR)  

CAPRYLIC/CAPRIC/LAURIC TRIGLYCERIDE (UNII: FJ1H6 M2JG9 )  

YELLO W WAX (UNII: 2ZA36 H0 S2V)  

PEG-9  DIGLYCIDYL ETHER/SO DIUM HYALURO NATE CRO SSPO LYMER (UNII: 78 8 QAG3W8 A)  

SHEA BUTTER (UNII: K49 155WL9 Y)  

THEO BRO MA CACAO  WHO LE (UNII: EB0 48 G1S9 J)  

Treha lo se  (UNII: B8 WCK70 T7I)  

LIMNANTHES ALBA WHO LE (UNII: DKY8 1513ER)  

BETULA PLATYPHYLLA VAR. JAPO NICA RESIN (UNII: 1B33PG6 N4K)  

g lyceryl ca pryla te  (UNII: TM2TZD4G4A)  

g lycerin  (UNII: PDC6 A3C0 OX)  

PO RTULACA O LERACEA WHO LE (UNII: D5J36 23SV2)  

CENTELLA ASIATICA (UNII: 7M8 6 7G6 T1U)  

PO LYGO NUM CUSPIDATUM RO O T (UNII: 7TRV45YZF7)  

SCUTELLARIA BAICALENSIS RO O T (UNII: 7J9 5K7ID2S)  

CAMELLIA SINENSIS WHO LE (UNII: C5M458 5ZBZ)  

GLYCYRRHIZA GLABRA (UNII: 278 8 Z9 758 H)  

MATRICARIA CHAMO MILLA FLO WERING TO P O IL (UNII: SA8 AR2W4ER)  

RO SMARINUS O FFICINALIS WHO LE (UNII: EA328 9 138 M)  

P-ANISIC ACID (UNII: 4SB6 Y7DMM3)  

XANTHAN GUM (UNII: TTV12P4NEE)  

LACTIC ACID (UNII: 33X0 4XA5AT)  

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

PUNICA GRANATUM WHO LE (UNII: O2ZTS50 U5E)  

Alla nto in  (UNII: 344S277G0 Z)  



Oberon Cosmetic Co., Ltd.

Pa ntheno l  (UNII: WV9 CM0 O6 7Z)  

DIPO TASSIUM GLUCO SE-6 -PHO SPHATE (UNII: ZZW9 5F436 0 )  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:528 9 1-10 4-0 2 1 in 1 CARTON

1 NDC:528 9 1-10 4-0 1 15 g in 1 TUBE

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

OTC mo no graph fina l part347 0 6 /26 /20 14

Labeler - Oberon Cosmetic Co., Ltd. (631155194)

Registrant - Oberon Cosmetic Co., Ltd. (631155194)

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

Obero n Co smetic  Co ., Ltd. 6 3115519 4 manufacture(528 9 1-10 4)

 Revised: 6/2014
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