
JAFRA ROYAL LUNA BRIGHT KIT- avobenzone, homosalate, octisalate, octocrylene  
JAFRA COSMETICS INTERNATIONAL 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.

----------

Jafra Royal Luna Bright Kit
Active Ingredients Purpose

Avobenzone 3% Sunscreen

Homosalate 10% Sunscreen

Octisalate 5% Sunscreen

Oxybenzone 7% Sunscreen

Uses
helps prevent sunburn
if used as directed with other sun protection measures (see Directions), decreases the risk of skin
cancer and early skin aging caused by the sun

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

Stop use and ask a doctor if rash occurs.

Warnings

For external use only
Do not use on damaged or broken skin

When us ing this  product keep out of eyes. Rinse with water to remove.

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
Sun Protection Measures . Spending time in the sun increases your risk of skin cancer and skin aging.
to decrease

this risk, regularly use a sunscreen with a Broad Spectrum SPFvalue of 15 or higher and other sun
measures including;

limit time in the sun, especially from 10 a.m. - 2 p.m.

wear long-sleeve shirts, pants, hats, and sunglasses

Inactive ingredients

Acrylates/C10-30 Alkyl Acrylate Crosspolymer, Acrylates/Dimethicone Copolymer, Allantoin,
Aluminum Starch octenylsuccinate, Arachidyl Alcohol, Behenyl Alcohol, Arachidyl Glucoside,
Arginine, Benzyl Alcohol, Bisabolol, Butyrospermum Parkii (Shea) Butter, Butylene Glycol,
Chlorphenesin, Cyclopentasiloxane, Dipropylene Glycol, Disodium EDTA, Ethylhexylglycerin,
Fragrance/Parfum, Glycerin, Glyceryl Stearate, Hydroxyethyl Acrylate/Sodium Acryloyldimethyl
Taurate Copolymer, Isohexadecane, Lauroyl Lysine, Hydrogenated Lecithin, Lecithin, Maltodextrin,
PEG-100 stearate, Palmaria Palmata (red seaweed) extract, Phenoxyethanol, Phenenthyl Alcohol,
Polysorbate, Royal Jelly, Royal Jelly Powder, Silica, Sorbitan Isostearate, Styrene/Acrylates



Copolymer, Tetrapeptide-45 , Theobroma Cacao (Cocoa) Seed Extract, Water/Aqua, Yeast Extract

Jafra Royal

Royal Jelly

Luna Bright

Contains 4 samples

1 Refining Gel Cleanser

7.5ml .25 FL OZ

1 Brightening Hydrogel Moisturizer

7.5ml .25 FL OZ

1 Brightening Serum Concentrate

7.5ml .25 FL OZ

1 Brightening Daily Protector Broad SpectrumSPF 30

7.5ml .25 FL OZ

Total Contents 30ml 1 FL OZ





JAFRA ROYAL LUNA BRIGHT KIT  
avobenzone, homosalate, octisalate, octocrylene kit

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:6 8 8 28 -28 5

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:6 8 8 28 -28 5-0 1 1 in 1 KIT; Type 1: Co nvenience  Kit o f Co -Package 0 1/0 9 /20 19

Quantity of Parts
Part # Package Quantity Total Product Quantity



Pa rt 1 1 TUBE 7.5 

Pa rt 2 1 TUBE 7.5 

Pa rt 3 1 TUBE 7.5 

Pa rt 4 1 TUBE 7.5 mL

Part 1 of 4

BRIGHTENING SERUM CONCENTRATE  
other skin care preparations

Product Information

Other Ingredients
Ingredient

Kind Ingredient Name Quantity

INGR WATER (UNII: 0 59 QF0 KO0 R)  

INGR GLYCERIN (UNII: PDC6 A3C0 OX)  

INGR CAPRYLHYDRO XAMIC ACID (UNII: UPY8 0 5K9 9 W)  

INGR 1,2 -HEXANEDIO L (UNII: TR0 46 Y3K1G)  

INGR PRO PANEDIO L (UNII: 59 6 5N8 W8 5T)  

INGR SO DIUM PO LYACRYLATE ( 8 0 0 0  MW)  (UNII: 28 5CYO341L)  

INGR DIMETHICO NE (UNII: 9 2RU3N3Y1O)  

INGR CYCLO METHICO NE 5 (UNII: 0 THT5PCI0 R)  

INGR TRIDECETH-6  (UNII: 3T5PCR2H0 C)  

INGR PEG/PPG-18 /18  DIMETHICO NE (UNII: 9 H0 AO7T79 4)  

INGR HYDRO GENATED SO YBEAN LECITHIN (UNII: H110 9 Z9 J4N)  

INGR SHEA BUTTER (UNII: K49 155WL9 Y)  

INGR DULSE (UNII: 78 32HOY4ZQ)  

INGR HYALURO NATE SO DIUM (UNII: YSE9 PPT4TH)  

INGR TREHALO SE (UNII: B8 WCK70 T7I)  

INGR SO DIUM PYRRO LIDO NE CARBO XYLATE (UNII: 46 9 OTG57A2)  

INGR PO LYQ UATERNIUM-51 ( 2 -METHACRYLO YLO XYETHYL PHO SPHO RYLCHO LINE/N-BUTYL
METHACRYLATE; 3 :7 )  (UNII: EL9 8 25H9 6 J)  

INGR UREA (UNII: 8 W8 T178 47W)  

INGR TRIACETIN (UNII: XHX3C3X6 73)  

INGR TO CO PHERO L (UNII: R0 ZB2556 P8 )  

INGR EDETATE TRISO DIUM (UNII: 420 IP9 21MB)  

INGR PHENYLETHYL ALCO HO L (UNII: ML9 LGA746 8 )  

INGR ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)  

INGR MALTO DEXTRIN (UNII: 7CVR7L4A2D)  

INGR LECITHIN, SO YBEAN (UNII: 1DI56 QDM6 2)  

INGR DIPRO PYLENE GLYCO L (UNII: E10 7L8 5C40 )  

INGR RO YAL JELLY (UNII: L49 7I37F0 C)  

INGR PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

INGR ISO METHYL-.ALPHA.-IO NO NE (UNII: 9 XP4LC555B)  

INGR BUTYLPHENYL METHYLPRO PIO NAL (UNII: T7540 GJV6 9 )  



INGR .BETA.-CITRO NELLO L, ( R) - (UNII: P0 1OUT9 6 4K)  

INGR .ALPHA.-HEXYLCINNAMALDEHYDE (UNII: 7X6 O37OK2I)  

INGR HYDRO XYCITRO NELLAL (UNII: 8 SQ0 VA4YUR)  

INGR LIMO NENE, ( +) - (UNII: GFD7C8 6 Q1W)  

INGR LINALO O L, ( +) - (UNII: F4VNO44C0 9 )  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 7.5 in 1 TUBE; Type 1: Co nvenience  Kit o f Co -Package

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

Co smetic

Part 2 of 4

BRIGHTENING HYDROGEL MOISTURIZER  
face and neck (excluding shaving preparations)

Product Information

Other Ingredients
Ingredient

Kind Ingredient Name Quantity

INGR WATER (UNII: 0 59 QF0 KO0 R)  

INGR GLYCERIN (UNII: PDC6 A3C0 OX)  

INGR DULSE (UNII: 78 32HOY4ZQ)  

INGR CYCLO METHICO NE 5 (UNII: 0 THT5PCI0 R)  

INGR CYCLO METHICO NE 6  (UNII: XHK3U310 BA)  

INGR SILICO N DIO XIDE (UNII: ETJ7Z6 XBU4)  

INGR HYALURO NATE SO DIUM (UNII: YSE9 PPT4TH)  

INGR TREHALO SE (UNII: B8 WCK70 T7I)  

INGR SO DIUM PYRRO LIDO NE CARBO XYLATE (UNII: 46 9 OTG57A2)  

INGR PO LYQ UATERNIUM-51 ( 2 -METHACRYLO YLO XYETHYL PHO SPHO RYLCHO LINE/N-BUTYL
METHACRYLATE; 3 :7 )  (UNII: EL9 8 25H9 6 J)  

INGR UREA (UNII: 8 W8 T178 47W)  

INGR TRIACETIN (UNII: XHX3C3X6 73)  

INGR DIMETHICO NE (UNII: 9 2RU3N3Y1O)  

INGR PEG-10  DIMETHICO NE ( 6 0 0  CST)  (UNII: 8 PR7V1SVM0 )  

INGR DISTEARDIMO NIUM HECTO RITE (UNII: X6 8 7XDK0 9 L)  

INGR BIS-PEG-18  METHYL ETHER DIMETHYL SILANE (UNII: OEB4R3WW9 C)  

INGR HYDRO GENATED SO YBEAN LECITHIN (UNII: H110 9 Z9 J4N)  

INGR SHEA BUTTER (UNII: K49 155WL9 Y)  



INGR PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

INGR CAPRYLYL GLYCO L (UNII: 0 0 YIU5438 U)  

INGR HEXYLENE GLYCO L (UNII: KEH0 A3F75J)  

INGR CARBO MER CO PO LYMER TYPE A ( ALLYL PENTAERYTHRITO L CRO SSLINKED)  (UNII:
71DD5V9 9 5L)  

INGR MEDIUM-CHAIN TRIGLYCERIDES  (UNII: C9 H2L21V7U)  

INGR HYDRO XYETHYL UREA (UNII: MBQ7DDQ7AR)  

INGR TRO LAMINE (UNII: 9 O3K9 3S3TK)  

INGR PHENYLETHYL ALCO HO L (UNII: ML9 LGA746 8 )  

INGR ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)  

INGR MALTO DEXTRIN (UNII: 7CVR7L4A2D)  

INGR LECITHIN, SO YBEAN (UNII: 1DI56 QDM6 2)  

INGR DIPRO PYLENE GLYCO L (UNII: E10 7L8 5C40 )  

INGR RO YAL JELLY (UNII: L49 7I37F0 C)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 7.5 in 1 TUBE; Type 1: Co nvenience  Kit o f Co -Package

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

Co smetic

Part 3 of 4

REFINING GEL CLEANSER  
face and neck (excluding shaving preparations)

Product Information

Other Ingredients
Ingredient

Kind Ingredient Name Quantity

INGR WATER (UNII: 0 59 QF0 KO0 R)  

INGR CO CAMIDO PRO PYL BETAINE (UNII: 5OCF3O11KX)  

INGR DECYL GLUCO SIDE (UNII: Z17H9 7EA6 Y)  

INGR PEG-7  GLYCERYL CO CO ATE (UNII: VNX7251543)  

INGR CO CO  GLUCO SIDE (UNII: ICS79 0 225B)  

INGR SO DIUM LAURO YL SARCO SINATE (UNII: 6 32GS9 9 6 18 )  

INGR GLYCERIN (UNII: PDC6 A3C0 OX)  

INGR HYDRO GENATED SO YBEAN LECITHIN (UNII: H110 9 Z9 J4N)  

INGR SHEA BUTTER (UNII: K49 155WL9 Y)  

INGR PEG-150  PENTAERYTHRITYL TETRASTEARATE (UNII: 8 L4OOQ76 AM)  



INGR CARBO MER CO PO LYMER TYPE A ( ALLYL PENTAERYTHRITO L CRO SSLINKED)  (UNII:
71DD5V9 9 5L)  

INGR GLYCO L STEARATE (UNII: 0 324G6 6 D0 E)  

INGR WINE GRAPE JUICE (UNII: JHQ6 158 A7R)  

INGR XANTHAN GUM (UNII: TTV12P4NEE)  

INGR PO TASSIUM SO RBATE (UNII: 1VPU26 JZZ4)  

INGR TRO LAMINE (UNII: 9 O3K9 3S3TK)  

INGR MICA (UNII: V8 A1AW0 8 8 0 )  

INGR BISMUTH O XYCHLO RIDE (UNII: 4ZR79 2I58 7)  

INGR CARMINIC ACID (UNII: CID8 Z8 N9 5N)  

INGR PHENYLETHYL ALCO HO L (UNII: ML9 LGA746 8 )  

INGR ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)  

INGR MALTO DEXTRIN (UNII: 7CVR7L4A2D)  

INGR LECITHIN, SO YBEAN (UNII: 1DI56 QDM6 2)  

INGR DIPRO PYLENE GLYCO L (UNII: E10 7L8 5C40 )  

INGR RO YAL JELLY (UNII: L49 7I37F0 C)  

INGR PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

INGR HYALURO NATE SO DIUM (UNII: YSE9 PPT4TH)  

INGR ISO METHYL-.ALPHA.-IO NO NE (UNII: 9 XP4LC555B)  

INGR BUTYLPHENYL METHYLPRO PIO NAL (UNII: T7540 GJV6 9 )  

INGR .BETA.-CITRO NELLO L, ( R) - (UNII: P0 1OUT9 6 4K)  

INGR .ALPHA.-HEXYLCINNAMALDEHYDE (UNII: 7X6 O37OK2I)  

INGR HYDRO XYCITRO NELLAL (UNII: 8 SQ0 VA4YUR)  

INGR LIMO NENE, ( +) - (UNII: GFD7C8 6 Q1W)  

INGR LINALO O L, ( +) - (UNII: F4VNO44C0 9 )  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 7.5 in 1 TUBE; Type 1: Co nvenience  Kit o f Co -Package

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

Co smetic

Part 4 of 4

BRIGHTENING DAILY PROTECTOR BROAD SPECTRUM SPF 30  
avobenzone, homosalate, octisalate, octocrylene jelly

Product Information
Ite m Code  (Source ) NDC:6 8 8 28 -28 6

Route  of Adminis tration TOPICAL



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

AVO BENZO NE (UNII: G6 3QQF2NOX) (AVOBENZONE - UNII:G6 3QQF2NOX) AVOBENZONE 3 g  in 10 0  mL

HO MO SALATE (UNII: V0 6 SV4M9 5S) (HOMOSALATE - UNII:V0 6 SV4M9 5S) HOMOSALATE 10  g  in 10 0  mL

O CTISALATE (UNII: 4X49 Y0 59 6 W) (OCTISALATE - UNII:4X49 Y0 59 6 W) OCTISALATE 5 g  in 10 0  mL

O CTO CRYLENE (UNII: 5A6 8 WGF6 WM) (OCTOCRYLENE - UNII:5A6 8 WGF6 WM) OCTOCRYLENE 7 g  in 10 0  mL

Inactive Ingredients
Ingredient Name Strength

HYDRO XYETHYL ACRYLATE/SO DIUM ACRYLO YLDIMETHYL TAURATE CO PO LYMER ( 10 0 0 0 0  MPA.S AT
1.5%)  (UNII: 8 6 FQE9 6 TZ4)  

LAURO YL LYSINE (UNII: 113171Q70 B)  

CARBO MER CO PO LYMER TYPE A ( ALLYL PENTAERYTHRITO L CRO SSLINKED)  (UNII: 71DD5V9 9 5L)  

ARACHIDYL ALCO HO L (UNII: 1QR1QRA9 BU)  

DO CO SANO L (UNII: 9 G1OE216 XY)  

ARGININE (UNII: 9 4ZLA3W45F)  

LEVO MENO L (UNII: 24WE0 3BX2T)  

SHEA BUTTER (UNII: K49 155WL9 Y)  

BUTYLENE GLYCO L (UNII: 3XUS8 5K0 RA)  

CHLO RPHENESIN (UNII: I6 70 DAL4SZ)  

ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)  

PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

ALLANTO IN, ( +) - (UNII: XDK458 E1J9 )  

ALUMINUM STARCH O CTENYLSUCCINATE (UNII: I9 PJ0 O6 29 4)  

ARACHIDYL GLUCO SIDE (UNII: 6 JVW35JOOJ)  

BENZYL ALCO HO L (UNII: LKG8 49 4WBH)  

CYCLO METHICO NE 5 (UNII: 0 THT5PCI0 R)  

EDETATE DISO DIUM (UNII: 7FLD9 1C8 6 K)  

ISO HEXADECANE (UNII: 9 18 X1OUF1E)  

HYDRO GENATED SO YBEAN LECITHIN (UNII: H110 9 Z9 J4N)  

LECITHIN, SO YBEAN (UNII: 1DI56 QDM6 2)  

MALTO DEXTRIN (UNII: 7CVR7L4A2D)  

PEG-10 0  STEARATE (UNII: YD0 1N19 9 9 R)  

DULSE (UNII: 78 32HOY4ZQ)  

PO LYSO RBATE 6 0  (UNII: CAL22UVI4M)  

RO YAL JELLY (UNII: L49 7I37F0 C)  

SILICO N DIO XIDE (UNII: ETJ7Z6 XBU4)  

PEG-2 0  SO RBITAN ISO STEARATE (UNII: X9 58 PZJ9 ON)  

CO CO A (UNII: D9 10 8 TZ9 KG)  

GLYCERYL MO NO STEARATE (UNII: 230 OU9 XXE4)  

GLYCERIN (UNII: PDC6 A3C0 OX)  

WATER (UNII: 0 59 QF0 KO0 R)  

DIPRO PYLENE GLYCO L (UNII: E10 7L8 5C40 )  

PHENYLETHYL ALCO HO L (UNII: ML9 LGA746 8 )  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date



JAFRA COSMETICS INTERNATIONAL INC

1 NDC:6 8 8 28 -28 6 -0 1 7.5 mL in 1 TUBE; Type 1: Co nvenience  Kit o f Co -Package

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 part352

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 part352 0 1/0 9 /20 19

Labeler - JAFRA COSMET ICS INT ERNAT IONAL INC (041676479)

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

Jafra  Manufacturing, S.A. de  C.V. 8 147320 6 1 manufacture(6 8 8 28 -28 5, 6 8 8 28 -28 6 )

 Revised: 1/2019


	Jafra Royal Luna Bright Kit

