
EXTRA REPAIR MOISTURING BALM SPF 25- octinoxate, homosalate, oxybenzone and
avobenzone cream  
Bobbi Brown Profess ional Cosmetics  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.

----------

ACTIVE INGREDIENTS: OCTINOXATE 7.50% [] HOMOSALATE 5.00% [] OXYBENZONE
3.00% [] AVOBENZONE 2.00%

INACTIVE INGREDIENTS: WATER [] C12-15 ALKYL ETHYLHEXANOATE [] BUTYLOCTYL
SALICYLATE [] BUTYROSPERMUM PARKII (SHEA BUTTER) [] PROPANEDIOL [] CETYL
ALCOHOL [] CETEARYL ALCOHOL [] GLYCERYL STEARATE [] BIS-DIGLYCERYL
POLYACYLADIPATE-2 [] POLYACRYLAMIDE [] TOCOPHERYL ACETATE [] NEOPENTYL
GLYCOL DIHEPTANOATE [] SUCROSE [] POLYETHYLENE [] OLEA EUROPAEA (OLIVE)
FRUIT EXTRACT [] SALVIA SCLAREA (CLARY) EXTRACT [] EPILOBIUM ANGUSTIFOLIUM
EXTRACT [] TRITICUM VULGARE (WHEAT BRAN) EXTRACT [] PISUM SATIVUM (PEA)
EXTRACT [] BAMBUSA VULGARIS (BAMBOO) EXTRACT [] ROSMARINUS OFFICINALIS
(ROSEMARY) [] OENOTHERA BIENNIS (EVENING PRIMROSE) OIL [] PELARGONIUM
GRAVEOLENS (GERANIUM) FLOWER OIL [] CITRUS GRANDIS (GRAPEFRUIT) PEEL OIL []
CITRUS AURANTIUM AMARA (BITTER ORANGE) OIL [] ANTHEMIS NOBILIS (CHAMOMILE)
[] WHEY PROTEIN\LACTIS PROTEIN\PROTEINE DU PETIT-LAIT [] CHOLESTEROL []
LINOLEIC ACID [] CAFFEINE [] ACETYL HEXAPEPTIDE-8 [] SORBITAN STEARATE [] PEG-
40 STEARATE [] C13-14 ISOPARAFFIN [] CAPRYLYL GLYCOL [] DICETYL PHOSPHATE []
CETETH-10 PHOSPHATE [] LAURETH-7 [] GLUCOSAMINE HCL [] TETRAHEXYLDECYL
ASCORBATE [] SODIUM HYALURONATE [] SODIUM HYDROXIDE [] HEXYLENE GLYCOL []
XANTHAN GUM [] CITRIC ACID [] TETRASODIUM EDTA [] GERANIOL [] LINALOOL []
LIMONENE [] CITRAL [] CITRONELLOL [] PHENOXYETHANOL 

WARNING: KEEP OUT OF EYES. STOP USE IF IRRITATION OCCURS. KEEP OUT OF REACH
OF CHILDREN.
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EXTRA  REPAIR MOISTURING BALM SPF 25 
octinoxate, homosalate, oxybenzone, avobenzone cream

Product Information
Product T ype HUMAN OTC DRUG LABEL Ite m Code  (Source ) NDC:6 4141-112

Route  of Adminis tration TOPICAL DEA Sche dule     

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

O CTINO XATE (OCTINOXATE) OCTINOXATE 7.5 mL  in 10 0  mL

HO MO SALATE (HOMOSALATE) HOMOSALATE 5.0  mL  in 10 0  mL

O XYBENZO NE (OXYBENZONE) OXYBENZONE 3.0  mL  in 10 0  mL

AVO BENZO NE (AVOBENZONE) AVOBENZONE 2.0  mL  in 10 0  mL

Inactive Ingredients
Ingredient Name Strength

WATER  

BUTYLO CTYL SALICYLATE  

SHEA BUTTER  

PRO PANEDIO L  

CETYL ALCO HO L  

CETO STEARYL ALCO HO L  

GLYCERYL MO NO STEARATE  

ALPHA-TO CO PHERO L ACETATE  

NEO PENTYL GLYCO L DIHEPTANO ATE  

SUCRO SE  

HIGH DENSITY PO LYETHYLENE  

BLACK O LIVE  

CLARY SAGE  

EPILO BIUM ANGUSTIFO LIUM FLO WERING TO P  

WHEAT BRAN  

PEA  

BAMBUSA VULGARIS TO P  

RO SEMARY  

EVENING PRIMRO SE O IL  

PELARGO NIUM GRAVEO LENS FLO WERING TO P  

CITRUS MAXIMA FRUIT RIND  



CITRUS AURANTIUM FLO WER O IL  

CHAMAEMELUM NO BILE  

WHEY  

CHO LESTERO L  

LINO LEIC ACID  

CAFFEINE  

ACETYL HEXAPEPTIDE-3  

SO RBITAN MO NO STEARATE  

PEG-4 0  STEARATE  

C13 -14  ISO PARAFFIN  

CAPRYLYL GLYCO L  

DIHEXADECYL PHO SPHATE  

CETETH-10  PHO SPHATE  

LAURETH-7  

GLUCO SAMINE HYDRO CHLO RIDE  

HYALURO NATE SO DIUM  

SO DIUM HYDRO XIDE  

HEXYLENE GLYCO L  

XANTHAN GUM  

CITRIC ACID MO NO HYDRATE  

EDETATE SO DIUM  

PHENO XYETHANO L  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:6 4141-112-0 1 1 in 1 CARTON

1 NDC:6 4141-112-0 2 50  mL in 1 JAR

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

OTC mo no graph no t fina l part352 0 8 /16 /20 11

Labeler - Bobbi Brown Profess ional Cosmetics  Inc. (627131279)

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

ESTEE LAUDER COSMETICS, LTD 20 59 5238 5 manufacture

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

ESTEE LAUDER N.V. 370 151326 manufacture

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



Bobbi Brown Professional Cosmetics Inc.

Len-Ro n Manufacturing Divisio n o f Aramis Inc . 8 0 9 771152 manufacture

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

Aramis Inc . 0 429 18 8 26 manufacture

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

No rthtec  Bristo l 9 49 26 4774 manufacture , re label, repack

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

No rthtec  Keysto ne 6 18 10 7429 manufacture , re label, repack

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

Estee  Lauder Pennsylvania  Distributio n Center 2 8 28 534516 manufacture , re label, repack

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

Estee  Lauder Co smetics, Ltd. 25517558 0 manufacture

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

Estee  Lauder Co smetics, Ltd 2536 16 536 manufacture

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

Estee  Lauder Co smetics Distributio n Center 20 8 579 6 36 repack, re label

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

Estee  Lauder Kabushiki Kaisha 7128 0 8 19 5 re label, repack

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

Whitman Labo ra to ries Ltd. 216 8 6 6 277 manufacture

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

Aveda Co rpo ra tio n 0 713520 58 manufacture
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