
BB FAIR- avobenzone, homosalate, octisalate, and octocrylene cream, augmented  
BB LIGHT- avobenzone, homosalate, octisalate, and octocrylene cream, augmented  
BB MEDIUM- avobenzone, homosalate, octisalate, and octocrylene cream, augmented  
BB DARK- avobenzone, homosalate, octisalate, and octocrylene cream, augmented  
SAYB International
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.

----------

BB Cream
Drug Facts

Active Ingredients
Avobenzone, 3.0%, 
Homosalate, 2.5%, 
Octisalate, 5.0%, 
Octocrylene, 2.7%

Purpose
Sunscreen

Use
Helps prevent sunburn

Warnings
Do not use on damaged or broken skin.

Keep out of eyes. Stop use if irritation occurs.

Keep out of reach of children. If swallowed, get medical help right away.

Directions
Apply liberally 15 minutes before sun exposure.
Use a water resistant sunscreen if swimming or sweating.
Reapply at least every 2 hours.
Children under 6 months: Ask a doctor

Other Information
Protect this product from excessive heat and direct sun

Inactive Ingredients
Water, Diethylhexyl Carbonate, Ricinus Communis (Castor) Seed Oil, Glycerin,Ethyl Macadamiate,
Cetyl PEG/PPG-10/1 Dimethicone, Silica, Hydrogenated Castor Oil, Isododecane, Microcrystalline
Wax, Neopentyl Glycol Diheptanoate, Hibiscus Abelmoschus Extract, Squalane, Palmitoyl Tripeptide-
38, Tocopheryl Acetate, Magnesium Sulfate, Hexyl Laurate, Polyglyceryl-4 Isostearate, Glyceryl
Dibehenate, Tribehenin, Sodium Chloride, Hydroxypropyl Cyclodextrin, Helianthus Annuus



(Sunflower) Seed Oil, Glyceryl Behenate, Phenylethyl Resorcinol, Sodium Benzoate, Potassium
Sorbate, Phenoxyethanol, Ethylhexylglycerin. May Contain (+/-): Titanium Dioxide (CI 77891), Iron
Oxides (CI 77491, CI 77492, CI 77499) <21101>

Dist. by SAYB International 
CA, 90401 USA

PRINCIPAL DISPLAY PANEL - 30 mL Tube Carton - FAIR
BB CREAM
BROAD SPECTRUM 
SPF 25

NET WT. 
1 FL. OZ./30 ML e





PRINCIPAL DISPLAY PANEL - 30 mL Tube Carton - LIGHT
BB CREAM
BROAD SPECTRUM 
SPF 25

NET WT. 
1 FL. OZ./30 ML e





PRINCIPAL DISPLAY PANEL - 30 mL Tube Carton - MEDIUM
BB CREAM
BROAD SPECTRUM 
SPF 25

NET WT. 
1 FL. OZ./30 ML e





PRINCIPAL DISPLAY PANEL - 30 mL Tube Carton - DARK
BB CREAM
BROAD SPECTRUM 
SPF 25

NET WT. 
1 FL. OZ./30 ML e





BB FAIR  
avobenzone, homosalate, octisalate, and octocrylene cream, augmented

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:56 0 0 1-40 0

Route  of Adminis tration TOPICAL

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

Avo benzo ne  (UNII: G6 3QQF2NOX) (Avo benzo ne - UNII:G6 3QQF2NOX) Avo benzo ne 30  mg  in 1 mL

Ho mo sa la te  (UNII: V0 6 SV4M9 5S) (Ho mo sala te  - UNII:V0 6 SV4M9 5S) Ho mo sala te 25 mg  in 1 mL

O ctisa la te  (UNII: 4X49 Y0 59 6 W) (Octisa la te  - UNII:4X49 Y0 59 6 W) Octisa la te 50  mg  in 1 mL

O cto crylene  (UNII: 5A6 8 WGF6 WM) (Octo crylene  - UNII:5A6 8 WGF6 WM) Octo crylene 27 mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

Wa ter (UNII: 0 59 QF0 KO0 R)  

Diethylhexyl Ca rbo na te  (UNII: YCD50 O0 Z6 L)  

Ca sto r O il  (UNII: D5340 Y2I9 G)  

Glycerin  (UNII: PDC6 A3C0 OX)  

Ethyl Ma ca da mia te  (UNII: ANA2NCS6 V1)  

Cetyl PEG/PPG-10 /1 Dimethico ne ( HLB 2 )  (UNII: V2W71V8 T0 X)  

Silico n Dio xide  (UNII: ETJ7Z6 XBU4)  

Hydro g ena ted Ca sto r O il  (UNII: ZF9 4AP8 MEY)  

Iso do deca ne  (UNII: A8 28 9 P6 8 Y2)  

Micro crysta lline  Wa x (UNII: XOF59 7Q3KY)  

Neo pentyl Glyco l Dihepta no a te  (UNII: 5LKW3C543X)  

Abelmo schus Mo scha tus Seed  (UNII: UN2QZ55I8 8 )  

Squa la ne  (UNII: GW8 9 575KF9 )  

Pa lmito yl Lysyldio xymethio nyllysine  (UNII: T7A529 FB8 O)  

.Alpha .-To co phero l Aceta te  (UNII: 9 E8 X8 0 D2L0 )  

Ma g nesium Sulfa te  (UNII: DE0 8 0 37SAB)  

Hexyl La ura te  (UNII: 4CG9 F9 W0 1Q)  

Po lyg lyceryl-4  Iso stea ra te  (UNII: 8 20 DPX33S7)  

Glyceryl Dibehena te  (UNII: R8 WTH25YS2)  

Tribehenin  (UNII: 8 OC9 U7TQZ0 )  

So dium Chlo ride  (UNII: 451W47IQ8 X)  

Hydro xypro pyl .Beta .-Cyclo dextrin  (UNII: 1I9 6 OHX6 EK)  

Sunflo wer O il  (UNII: 3W1JG79 5YI)  

Phenylethyl Reso rcino l  (UNII: G37UFG16 2O)  

So dium Benzo a te  (UNII: OJ245FE5EU)  

Po ta ssium So rba te  (UNII: 1VPU26 JZZ4)  



Pheno xyetha no l  (UNII: HIE49 2ZZ3T)  

Ethylhexylg lycerin  (UNII: 147D247K3P)  

Tita nium Dio xide  (UNII: 15FIX9 V2JP)  

Ferric  O xide Yello w (UNII: EX438 O2MRT)  

Ferric  O xide Red  (UNII: 1K0 9 F3G6 75)  

Ferro so ferric  O xide  (UNII: XM0 M8 7F357)  

Product Characteristics
Color YELLOW (SKIN COLOR) Score     

Shape Siz e

Flavor Imprint Code

Contains     

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:56 0 0 1-40 0 -30 1 in 1 CARTON

1 30  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 part352 0 3/15/20 13

BB LIGHT  
avobenzone, homosalate, octisalate, and octocrylene cream, augmented

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:56 0 0 1-40 1

Route  of Adminis tration TOPICAL

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

Avo benzo ne  (UNII: G6 3QQF2NOX) (Avo benzo ne - UNII:G6 3QQF2NOX) Avo benzo ne 30  mg  in 1 mL

Ho mo sa la te  (UNII: V0 6 SV4M9 5S) (Ho mo sala te  - UNII:V0 6 SV4M9 5S) Ho mo sala te 25 mg  in 1 mL

O ctisa la te  (UNII: 4X49 Y0 59 6 W) (Octisa la te  - UNII:4X49 Y0 59 6 W) Octisa la te 50  mg  in 1 mL

O cto crylene  (UNII: 5A6 8 WGF6 WM) (Octo crylene  - UNII:5A6 8 WGF6 WM) Octo crylene 27 mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

Wa ter (UNII: 0 59 QF0 KO0 R)  

Diethylhexyl Ca rbo na te  (UNII: YCD50 O0 Z6 L)  

Ca sto r O il  (UNII: D5340 Y2I9 G)  



Glycerin  (UNII: PDC6 A3C0 OX)  

Ethyl Ma ca da mia te  (UNII: ANA2NCS6 V1)  

Cetyl PEG/PPG-10 /1 Dimethico ne ( HLB 2 )  (UNII: V2W71V8 T0 X)  

Silico n Dio xide  (UNII: ETJ7Z6 XBU4)  

Hydro g ena ted Ca sto r O il  (UNII: ZF9 4AP8 MEY)  

Iso do deca ne  (UNII: A8 28 9 P6 8 Y2)  

Micro crysta lline  Wa x (UNII: XOF59 7Q3KY)  

Neo pentyl Glyco l Dihepta no a te  (UNII: 5LKW3C543X)  

Abelmo schus Mo scha tus Seed  (UNII: UN2QZ55I8 8 )  

Squa la ne  (UNII: GW8 9 575KF9 )  

Pa lmito yl Lysyldio xymethio nyllysine  (UNII: T7A529 FB8 O)  

.Alpha .-To co phero l Aceta te  (UNII: 9 E8 X8 0 D2L0 )  

Ma g nesium Sulfa te  (UNII: DE0 8 0 37SAB)  

Hexyl La ura te  (UNII: 4CG9 F9 W0 1Q)  

Po lyg lyceryl-4  Iso stea ra te  (UNII: 8 20 DPX33S7)  

Glyceryl Dibehena te  (UNII: R8 WTH25YS2)  

Tribehenin  (UNII: 8 OC9 U7TQZ0 )  

So dium Chlo ride  (UNII: 451W47IQ8 X)  

Hydro xypro pyl .Beta .-Cyclo dextrin  (UNII: 1I9 6 OHX6 EK)  

Sunflo wer O il  (UNII: 3W1JG79 5YI)  

Phenylethyl Reso rcino l  (UNII: G37UFG16 2O)  

So dium Benzo a te  (UNII: OJ245FE5EU)  

Po ta ssium So rba te  (UNII: 1VPU26 JZZ4)  

Pheno xyetha no l  (UNII: HIE49 2ZZ3T)  

Ethylhexylg lycerin  (UNII: 147D247K3P)  

Tita nium Dio xide  (UNII: 15FIX9 V2JP)  

Ferric  O xide Yello w (UNII: EX438 O2MRT)  

Ferric  O xide Red  (UNII: 1K0 9 F3G6 75)  

Ferro so ferric  O xide  (UNII: XM0 M8 7F357)  

Product Characteristics
Color YELLOW (SKIN COLOR) Score     

Shape Siz e

Flavor Imprint Code

Contains     

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:56 0 0 1-40 1-30 1 in 1 CARTON

1 30  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 part352 0 3/15/20 13



BB MEDIUM  
avobenzone, homosalate, octisalate, and octocrylene cream, augmented

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:56 0 0 1-40 2

Route  of Adminis tration TOPICAL

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

Avo benzo ne  (UNII: G6 3QQF2NOX) (Avo benzo ne - UNII:G6 3QQF2NOX) Avo benzo ne 30  mg  in 1 mL

Ho mo sa la te  (UNII: V0 6 SV4M9 5S) (Ho mo sala te  - UNII:V0 6 SV4M9 5S) Ho mo sala te 25 mg  in 1 mL

O ctisa la te  (UNII: 4X49 Y0 59 6 W) (Octisa la te  - UNII:4X49 Y0 59 6 W) Octisa la te 50  mg  in 1 mL

O cto crylene  (UNII: 5A6 8 WGF6 WM) (Octo crylene  - UNII:5A6 8 WGF6 WM) Octo crylene 27 mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

Wa ter (UNII: 0 59 QF0 KO0 R)  

Diethylhexyl Ca rbo na te  (UNII: YCD50 O0 Z6 L)  

Ca sto r O il  (UNII: D5340 Y2I9 G)  

Glycerin  (UNII: PDC6 A3C0 OX)  

Ethyl Ma ca da mia te  (UNII: ANA2NCS6 V1)  

Cetyl PEG/PPG-10 /1 Dimethico ne ( HLB 2 )  (UNII: V2W71V8 T0 X)  

Silico n Dio xide  (UNII: ETJ7Z6 XBU4)  

Hydro g ena ted Ca sto r O il  (UNII: ZF9 4AP8 MEY)  

Iso do deca ne  (UNII: A8 28 9 P6 8 Y2)  

Micro crysta lline  Wa x (UNII: XOF59 7Q3KY)  

Neo pentyl Glyco l Dihepta no a te  (UNII: 5LKW3C543X)  

Abelmo schus Mo scha tus Seed  (UNII: UN2QZ55I8 8 )  

Squa la ne  (UNII: GW8 9 575KF9 )  

Pa lmito yl Lysyldio xymethio nyllysine  (UNII: T7A529 FB8 O)  

.Alpha .-To co phero l Aceta te  (UNII: 9 E8 X8 0 D2L0 )  

Ma g nesium Sulfa te  (UNII: DE0 8 0 37SAB)  

Hexyl La ura te  (UNII: 4CG9 F9 W0 1Q)  

Po lyg lyceryl-4  Iso stea ra te  (UNII: 8 20 DPX33S7)  

Glyceryl Dibehena te  (UNII: R8 WTH25YS2)  

Tribehenin  (UNII: 8 OC9 U7TQZ0 )  

So dium Chlo ride  (UNII: 451W47IQ8 X)  

Hydro xypro pyl .Beta .-Cyclo dextrin  (UNII: 1I9 6 OHX6 EK)  

Sunflo wer O il  (UNII: 3W1JG79 5YI)  

Phenylethyl Reso rcino l  (UNII: G37UFG16 2O)  

So dium Benzo a te  (UNII: OJ245FE5EU)  

Po ta ssium So rba te  (UNII: 1VPU26 JZZ4)  

Pheno xyetha no l  (UNII: HIE49 2ZZ3T)  

Ethylhexylg lycerin  (UNII: 147D247K3P)  

Tita nium Dio xide  (UNII: 15FIX9 V2JP)  

Ferric  O xide Yello w (UNII: EX438 O2MRT)  



Ferric  O xide Red  (UNII: 1K0 9 F3G6 75)  

Ferro so ferric  O xide  (UNII: XM0 M8 7F357)  

Product Characteristics
Color YELLOW (SKIN COLOR) Score     

Shape Siz e

Flavor Imprint Code

Contains     

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:56 0 0 1-40 2-30 1 in 1 CARTON

1 30  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 part352 0 3/15/20 13

BB DARK  
avobenzone, homosalate, octisalate, and octocrylene cream, augmented

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:56 0 0 1-40 3

Route  of Adminis tration TOPICAL

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

Avo benzo ne  (UNII: G6 3QQF2NOX) (Avo benzo ne - UNII:G6 3QQF2NOX) Avo benzo ne 30  mg  in 1 mL

Ho mo sa la te  (UNII: V0 6 SV4M9 5S) (Ho mo sala te  - UNII:V0 6 SV4M9 5S) Ho mo sala te 25 mg  in 1 mL

O ctisa la te  (UNII: 4X49 Y0 59 6 W) (Octisa la te  - UNII:4X49 Y0 59 6 W) Octisa la te 50  mg  in 1 mL

O cto crylene  (UNII: 5A6 8 WGF6 WM) (Octo crylene  - UNII:5A6 8 WGF6 WM) Octo crylene 27 mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

Wa ter (UNII: 0 59 QF0 KO0 R)  

Diethylhexyl Ca rbo na te  (UNII: YCD50 O0 Z6 L)  

Ca sto r O il  (UNII: D5340 Y2I9 G)  

Glycerin  (UNII: PDC6 A3C0 OX)  

Ethyl Ma ca da mia te  (UNII: ANA2NCS6 V1)  

Cetyl PEG/PPG-10 /1 Dimethico ne ( HLB 2 )  (UNII: V2W71V8 T0 X)  

Silico n Dio xide  (UNII: ETJ7Z6 XBU4)  



SAYB International

Hydro g ena ted Ca sto r O il  (UNII: ZF9 4AP8 MEY)  

Iso do deca ne  (UNII: A8 28 9 P6 8 Y2)  

Micro crysta lline  Wa x (UNII: XOF59 7Q3KY)  

Neo pentyl Glyco l Dihepta no a te  (UNII: 5LKW3C543X)  

Abelmo schus Mo scha tus Seed  (UNII: UN2QZ55I8 8 )  

Squa la ne  (UNII: GW8 9 575KF9 )  

Pa lmito yl Lysyldio xymethio nyllysine  (UNII: T7A529 FB8 O)  

.Alpha .-To co phero l Aceta te  (UNII: 9 E8 X8 0 D2L0 )  

Ma g nesium Sulfa te  (UNII: DE0 8 0 37SAB)  

Hexyl La ura te  (UNII: 4CG9 F9 W0 1Q)  

Po lyg lyceryl-4  Iso stea ra te  (UNII: 8 20 DPX33S7)  

Glyceryl Dibehena te  (UNII: R8 WTH25YS2)  

Tribehenin  (UNII: 8 OC9 U7TQZ0 )  

So dium Chlo ride  (UNII: 451W47IQ8 X)  

Hydro xypro pyl .Beta .-Cyclo dextrin  (UNII: 1I9 6 OHX6 EK)  

Sunflo wer O il  (UNII: 3W1JG79 5YI)  

Phenylethyl Reso rcino l  (UNII: G37UFG16 2O)  

So dium Benzo a te  (UNII: OJ245FE5EU)  

Po ta ssium So rba te  (UNII: 1VPU26 JZZ4)  

Pheno xyetha no l  (UNII: HIE49 2ZZ3T)  

Ethylhexylg lycerin  (UNII: 147D247K3P)  

Tita nium Dio xide  (UNII: 15FIX9 V2JP)  

Ferric  O xide Yello w (UNII: EX438 O2MRT)  

Ferric  O xide Red  (UNII: 1K0 9 F3G6 75)  

Ferro so ferric  O xide  (UNII: XM0 M8 7F357)  

Product Characteristics
Color YELLOW (SKIN COLOR) Score     

Shape Siz e

Flavor Imprint Code

Contains     

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:56 0 0 1-40 3-30 1 in 1 CARTON

1 30  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 part352 0 3/15/20 13

Labeler - SAYB International (958886942)

 Revised: 10/2015
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