LBEL FOREVER STAY POLVOS COMPACTOS DE LARGA DURACION FPS 15
LONG LASTING COMPACT SPF 15 PERLA 100- titanium dioxide, zinc
oxide powder

LBEL FOREVER STAY POLVOS COMPACTOS DE LARGA DURACION FPS 15
LONG LASTING COMPACT SPF 15 GOLDEN 300- titanium dioxide, zinc
oxide powder

LBEL FOREVER STAY POLVOS COMPACTOS DE LARGA DURACION FPS 15
LONG LASTING COMPACT SPF 15 ARENA 200- titanium dioxide, zinc
oxide powder

LBEL FOREVER STAY POLVOS COMPACTOS DE LARGA DURACION FPS 15
LONG LASTING COMPACT SPF 15 CARAMEL 200- titanium dioxide, zinc
oxide powder

LBEL FOREVER STAY POLVOS COMPACTOS DE LARGA DURACION FPS 15
LONG LASTING COMPACT SPF 15 SOLEI 200- titanium dioxide, zinc
oxide powder

LBEL FOREVER STAY POLVOS COMPACTOS DE LARGA DURACION FPS 15
LONG LASTING COMPACT SPF 15 AVELLANA 200- titanium dioxide, zinc
oxide powder

BEL STARS A

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.

L’BEL FOREVER STAY POLVOS COMPACTOS DE LARGA DURACION FPS 15
LONG LASTING COMPACT POWDER SPF 15

Drug Facts

Active Ingredients
Titanium Dioxide 5.75%
Zinc Oxide 4.90%

Purpose

Sunscreen

Uses
e Helps prevent sunburn.

Warnings

e Skin Cancer/Skin Aging Alert: Spending time in the sun increases your risk of skin
cancer and early skin aging. This product has been shown only to help prevent
sunburn, not skin cancer or early skin aging.



¢ For external use only.

Do not use

on damaged or broken skin.

When using this product

keep out of eyes. Rinse with water to remove.

Stop use and ask a doctor if

rash occurs.

Keep out of reach of children.

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

Directions

Apply liberally and evenly 15 minutes before sun exposure.
Reapply at least every 2 hours.

Use a water resistant sunscreen if swimming or sweating.
Children under 6 months of age: Ask a doctor.

Other information
e Protect the product in this container from excessive heat and direct sun.

Inactive Ingredients:

Mica, dimethicone, polymethylsilsesquioxane, zinc stearate, hdi/trimethylol hexyllactone
crosspolymer, trimethylsiloxysilicate, caprylic/capric triglyceride, perfluorohexylethyl
triethoxysilane, tocopheryl acetate, hydrogen dimethicone, phenoxyethanol, cetyl
peg/ppg-10/1 dimethicone, polyglyceryl-4 isostearate, alumina, hexyl laurate, fragrance,
caprylyl glycol, crithmum maritimum extract, triethoxycaprylylsilane, chlorphenesin,
ceramide np, hydroxycitronellal, linalool, citronellol, geraniol, alpha-isomethyl ionone,
limonene.

May Contain: Iron oxides, titanium dioxide.

Company Information

PUERTO RICO: Dist. by Ventura Corp, Ltd., San Juan, Puerto Rico 00926.
Made in Colombia.

U.S.A.: Dist. by Ventura Int Ltd. DBA Belcorp USA, Miami, FL 33126.
Made in Colombia.

www.lbel.com



Product Packaging PERLA 100

i e g LBEL

Titanium Dioxide 5.75%

Zinc Oxide 4.90° unscreen
—— —
Uses:

W Helps prevent sunburm.

Warnings: m skin Cancer / Skin Aging Alert: Spending time in the sun
increases your risk of skin cancer and early skin aging. This product has been

shown only to halp provent sunburn, net skin cancor or oarly skin aging. M For FOREVER STAY
external use only. B Do not use on damaged or broken skin When using this

product keep out of eyes. Rinse with water o remove. B Stop use and ask POLVOS COMPACTOS
a doctor if rash cccurs, B Keep out of reach of children. If swallowed, get A

medical hDIE or contact a Poison Control Center nght awax, DE LARGA DURACION FPS15
Directions: m apply lberally and evenly 15 minutes before sun exposure. B PUERTO RICO: Dist. by LONG LASTING

Reapply at least avery 2 hours M Use  water resistant sunscraen if swimming or .

sweating. B Children under 6 months of age: Ask a dodtor Hia e e COMPACT POWDER SPF15
Other information: m Prctect the procict inthis container from excessiveheat | §ntie o (15 05 Balccry

and direct sun. USA,‘ M4Bmw,‘ FL 33128

inactive Ing Vi, st : T || Net Wt. 0.35 0z. [10 g

ic righcarde, | www.lbel.com

tocopheryl acetate,

cetyl pegippg-10/1 dimethicone, polyglyceryh-4 isostearate, alumina, hexyl laurate, fragrance,
caprybd dlycdl, crithmum maritimum exiract, friethaxycapndisilane, chlorphenesin, ceramide
np. hydraxyzitronellal linalool. cirenellol, geranicl, alphadsomethyl ioncee. limenens.

May Contain: ircn oxides, itanum dioxide.

TONE: PERLA 100

Product Packaging ARENA 200




f;:flrf:eztnls Purpose I_. B E |_

Titanium Dioxide 5.75%

Zinc Oxide 4.90° unscreen
— —
Uses:

W Helps prevent sunburm.

Warnings: m skin Cancer / Skin Aging Alert: Spending time in the sun

increases your risk of skin cancer and early skin aging. This product has been

shown only to halp provent sunburn, net skin cancor or varly skin aging. M For FOREVER STAY

external use only. B Do not use on damaged or broken skin, l When using this
duct keep out of eyes. Rinse with water to remove. l Stop use and ask POLVOS COMPACTOS

a dotor If rash ccour: eep out of reach of children. Il swallowed, get DE LARGA DURACION FPS 15

medical heIE or contact a Poison Control Center nght aviay.

Directions: m apply lberally and evenly 15 minutes before sun exposure. B PUERTO RICO: Dist, by LONG LASTING
Reapply at least svery 2 hours M Use a water resistant sunscreen if swimming or e
sweating. M Children under 6 months of age: Ask a dostor o8 o Lo e COMPACT POWDER SPF15
Other infOrmation: m Prctectthe redct n tris containr from excessivo hoat | Govem s i A o bt

direct sun. USA, Miami, FL 33125
Inacti g Mica, dimethi ikesqu sinc searate, | "% " Cokmoie Net Wt. 0.35 0z. [10 g

ifri i i i ic frighcerde, | www.lbel.com
 tocophery avatate,

cetyl pegippg-10/1 dimathicone, polychycery-4 isostoarate, alumina, hexyl lauret, Fagranco,
caprybd dlycdl, crithmum martimum exirect, Fethaxycapndlsilane, chlorphenesin, ceramide
np. hydroxytitrenclal. nalool. ciranaliol. geraniel. alpha<somethyl ioncne. limonane.

May Contain: iron oides, ftanium dioxid.

TONE: ARENA 200

Product Packaging CARAMEL 200




f;:flrf:eztnls Purpose I_. B E |_

Titanium Dioxide 5.75%

Zinc Oxide 4.90° unscreen
— —
Uses:

W Helps prevent sunburm.

Warnings: m skin Cancer / Skin Aging Alert: Spending time in the sun

increases your risk of skin cancer and early skin aging. This product has been

e S e e FOREVER STAY

external use only. B Do not use on damaged or broken skin, l When using this
duct keep out of eyes. Rinse with water to remove. l Stop use and ask POLVOS COMPACTOS

a dotor If rash ccour: eep out of reach of children. Il swallowed, get DE LARGA DURACION FPS 15

medical heIE or contact a Poison Control Center nght aviay.

Directions: m apply lberally and evenly 15 minutes before sun exposure. B PUERTO RICO: Dist. by LONG LASTING

Reapply al least suery 2 hours Ml Use a wafer resistant sunscraen if swimming or

sweating. M Children under 6 months of age: Ask a dodtor M COMPACT POWDER SPF15
Other information: m Protect the prodct n ths container from excessiveheat | G (1 P B

and direct sun. USA, Miami, FL 33126

nacti Ve, cimet T || Net Wt. 0.35 0z. |10 g

it o

ic frighycerde, | www.lbel.com

 tocopheryl avatate,

cetyl pegippg-10/1 dimethicone, polyglyceryh-4 isostearate, alumina, hexyl laurate, fragrance,
caprybd dlycdl, crithmum martimum exirect, Fethaxycapndlsilane, chlorphenesin, ceramide
np. hydroxytitronelal, linalool., cirensllal. geraniol. alphadsomethyl oncne. limenens.

May Contain: iron oides, ftanium dioxid.

TONE: CARAMEL 200

Product Packaging SOLEI 200




f;:flrf:eztnls Purpose I_. B E |_

Titanium Dioxide 5.75%

Zinc Oxide 4.90° unscreen
— —
Uses:

W Helps prevent sunburm.

Warnings: m skin Cancer / Skin Aging Alert: Spending time in the sun

increases your risk of skin cancer and early skin aging. This product has been

shown only to halp provent sunburn, net skin cancor or varly skin aging. M For FOREVER STAY

external use only. B Do not use on damaged or broken skin, l When using this
duct keep out of eyes. Rinse with water to remove. l Stop use and ask POLVOS COMPACTOS

a dotor If rash ccour: eep out of reach of children. Il swallowed, get DE LARGA DURACION FPS 15

medical heIE or contact a Poison Control Center nght aviay.

Directions: m apply lberally and evenly 15 minutes before sun exposure. B PUERTO RICO: Dist, by LONG LASTING
Reapply at least svery 2 hours M Use a water resistant sunscreen if swimming or e
sweating. M Children under 6 months of age: Ask a dostor o8 o Lo e COMPACT POWDER SPF15
Other infOrmation: m Prctectthe redct n tris containr from excessivo hoat | Govem s i A o bt

direct sun. USA, Miami, FL 33125
Inacti g Mica, dimethi ikesqu sinc searate, | "% " Cokmoie Net Wt. 0.35 0z. [10 g

ifri i i i ic frighcerde, | www.lbel.com
 tocophery avatate,

cetyl pegippg-10/1 dimathicone, polychycery-4 isostoarate, alumina, hexyl lauret, Fagranco,
caprybd dlycdl, crithmum martimum exirect, Fethaxycapndlsilane, chlorphenesin, ceramide
np. hydroxytitrenclal. nalool. ciranaliol. geraniel. alpha<somethyl ioncne. limonane.

May Contain: iron oides, ftanium dioxid.

TONE: SOLEI 200

Product Packaging AVELLANA 200




f;:flrf:eztnls Purpose I_. B E |_

Titanium Dioxide 5.75%

Zinc Oxide 4.90° unscreen
— —
Uses:

W Helps prevent sunburm.

Warnings: m skin Cancer / Skin Aging Alert: Spending time in the sun

increases your risk of skin cancer and early skin aging. This product has been

shown only to halp provent sunburn, net skin cancor or varly skin aging. M For FOREVER STAY

external use only. B Do not use on damaged or broken skin, l When using this
duct keep out of eyes. Rinse with water to remove. l Stop use and ask POLVOS COMPACTOS

a dotor If rash ccour: eep out of reach of children. Il swallowed, get DE LARGA DURACION FPS 15

medical heIE or contact a Poison Control Center nght aviay.

Directions: m apply lberally and evenly 15 minutes before sun exposure. B PUERTO RICO: Dist, by LONG LASTING
Reapply at least svery 2 hours M Use a water resistant sunscreen if swimming or e
sweating. M Children under 6 months of age: Ask a dostor o8 o Lo e COMPACT POWDER SPF15
Other infOrmation: m Prctectthe redct n tris containr from excessivo hoat | Govem s i A o bt

direct sun. USA, Miami, FL 33125
Inacti g Mica, dimethi ikesqu sinc searate, | "% " Cokmoie Net Wt. 0.35 0z. [10 g

ifri i i i ic frighcerde, | www.lbel.com
 tocophery avatate,

cetyl pegippg-10/1 dimathicone, polychycery-4 isostoarate, alumina, hexyl lauret, Fagranco,
caprybd dlycdl, crithmum martimum exirect, Fethaxycapndlsilane, chlorphenesin, ceramide
np. hydroxytitrenclal. nalool. ciranaliol. geraniel. alpha<somethyl ioncne. limonane.

May Contain: iron oides, ftanium dioxid.

TONE: AVELLANA 200

Product Packaging GOLDEN 300




ADc:zegl:_;fezfms Purpose I_. B E |_

Titanium Dioxide 5.75%

Zinc Oxide 4.90% unscreen
— —
Uses:

W Helps prevent sunburm.

Warnings: m skin Cancer / Skin Aging Alert: Spending time in the su
increases your risk of skin cancer and early skin aging. This product has DESV\

shown only to halp provent sunburn, net skin cancor or varly skin aging. M For FOREVER STAY
external use only. B Do not use o n da amaged or broken skin. l When using this
product keep out of eyes. Rinse with water to remove. B Stop use and ask POLVOS COMPACTOS

a doctor If rash ccours. M Keep out of reach of children. If swallowed, get DE LARGA DURACION FPS 15

medical help or contact a Peison Control Center HEM aviay.

Du‘ecirans m Apely lusially and evenly 15 miruics bofors sun expusuro. M
Feapply at least svery 2 hours Ml Use a water resistant sunscreen if swimming o

LONG LASTING

PUERTO RICO: Dist. by
Ventura Corp, Ltd., San Juzn,

sweating. l Oh ldren under 6 months of age: Ask a i COMPACT POWDER SPF 15
Other information: B Pretect the product inthis container from excessive heat | o
and direct sun, s
Inactive Ing ics, dimeth sine searate, Bl Net Wt. 0.35 0z. |10 g
i cawmcapn: righycerde, | Www. ‘bel com
(ocnpheryl acatate, hy

cotyl pegippg-10/1 dimathicone, polyglyceryl-+ isostoarate, alumina. hexy laurete, Fagranco,

capryl dlyeal, Crithmum mantimum exirac, triethoxycanniylsilane, clorphenesin, ceramide

np. hydroxytitronellal, inalool., cirenallol. goranial. alphadsomthy iencno. limanens.

May Contain: ron ovides, itanium dioxide. \
\
\

TONE: GOLDEN 300
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LBEL FOREVER STAY POLVOS COMPACTOS DE LARGA DURACION
FPS 15 LONG LASTING COMPACT SPF 15 PERLA 100

titanium dioxide, zinc oxide powder

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:14141-300

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
TITANIUM DIOXIDE (UNII: 15FIX9V2JP) (TITANIUM DIOXIDE - UNII:15FIX9V2JP)  TITANIUM DIOXIDE 57.5mg inlg
ZINC OXIDE (UNIl: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z ) ZINC OXIDE 49mg inlg

Inactive Ingredients
Ingredient Name Strength
HYDROXYCITRONELLAL (UNII: 8SQOVA4YUR)
GERANIOL (UNII: L837108USY)
ISOMETHYL-.ALPHA.-IONONE (UNII: 9XP4LC555B)
HYDROGEN DIMETHICONE (13 CST) (UNIl: 4QGR4P2YOI)



CRITHMUM MARITIMUM WHOLE (UNII: J7IHY79BKY)
CERAMIDE NP (UNII: 4370DF050B)

DIMETHICONE (UNII: 92RU3N3Y10)

ALUMINUM OXIDE (UNII: LMI2606933)

HEXYL LAURATE (UNIl: 4CG9F9W01Q)

FERRIC OXIDE YELLOW (UNII: EX43802MRT)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)
POLYMETHYLSILSESQUIOXANE (4.5 MICRONS) (UNIl: 59Z2907ZB69)
POLYGLYCERYL-4 ISOSTEARATE (UNII: 820DPX33S7)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
.ALPHA.-TOCOPHEROL ACETATE (UNII: 9E8X80D2L0)
LINALOOL, (+/-)- (UNIl: D81QY6I88E)

LIMONENE, (+/-)- (UNIl: 9MC3134447)

FERRIC OXIDE RED (UNII: 1KO9F3G675)

ZINC STEARATE (UNIIl: H92E6QA4FV)

HEXAMETHYLENE DIISOCYANATE/TRIMETHYLOL HEXYLLACTONE CROSSPOLYMER (UNII:
WB5K9Y35Y9)

MICA (UNII: VBA1AWO880)

MEDIUM-CHAIN TRIGLYCERIDES (UNII: C9H2L21V7U)
PERFLUOROOCTYL TRIETHOXYSILANE (UNII: 814P46684U)
TRIMETHYLSILOXYSILICATE (M/Q 0.8-1.0) (UNIIl: 25LXE464L2)
.BETA.-CITRONELLOL, (R)- (UNIl: PO10UT964K)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)

CETYL PEG/PPG-10/1 DIMETHICONE (HLB 5) (UNII: 035JKJ76MT)
CHLORPHENESIN (UNII: I670DAL4SZ)
TRIETHOXYCAPRYLYLSILANE (UNII: LDC331PO08E)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 (DC:14141-300- 4 in 1 goxX 08/03/2022
1 10 g in 1 CASE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph final M020 08/03/2022

LBEL FOREVER STAY POLVOS COMPACTOS DE LARGA DURACION
FPS 15 LONG LASTING COMPACT SPF 15 GOLDEN 300

titanium dioxide, zinc oxide powder

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:14141-305



Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
TITANIUM DIOXIDE (UNII: 15FIX9V2JP) (TITANIUM DIOXIDE - UNII:15FIX9V2JP)  TITANIUM DIOXIDE 57.5mg inlg
ZINC OXIDE (UNIl: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z) ZINC OXIDE 49mg inlg

Inactive Ingredients

Ingredient Name Strength
HYDROXYCITRONELLAL (UNII: 8SQOVA4YUR)
GERANIOL (UNII: L837108USY)
ISOMETHYL-.ALPHA.-IONONE (UNII: 9XP4LC555B)
HYDROGEN DIMETHICONE (13 CST) (UNIl: 4QGR4P2YOI)
CRITHMUM MARITIMUM WHOLE (UNII: J7IHY79BKY)
CERAMIDE NP (UNII: 4370DF050B)
ALUMINUM OXIDE (UNII: LMI2606933)
HEXYL LAURATE (UNIl: 4CG9FOWO01Q)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)
DIMETHICONE (UNII: 92RU3N3Y10)
POLYMETHYLSILSESQUIOXANE (4.5 MICRONS) (UNII: 59Z907ZB69)
POLYGLYCERYL-4 ISOSTEARATE (UNII: 820DPX3357)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
.ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)
LINALOOL, (+/-)- (UNIl: D81QY6I88E)
LIMONENE, (+/-)- (UNIl: 9MC3I34447)
FERRIC OXIDE RED (UNIl: 1KO9F3G675)
ZINC STEARATE (UNIl: H92E6QA4FV)

HEXAMETHYLENE DIISOCYANATE/TRIMETHYLOL HEXYLLACTONE CROSSPOLYMER (UNII:
WB5K9Y35Y9)

MICA (UNII: V8BA1AW0880)

MEDIUM-CHAIN TRIGLYCERIDES (UNII: C9H2L21V7U)
PERFLUOROOCTYL TRIETHOXYSILANE (UNII: 814P46684U)
TRIMETHYLSILOXYSILICATE (M/Q 0.8-1.0) (UNIl: 25LXE464L2)
.BETA.-CITRONELLOL, (R)- (UNIl: PO10UT964K)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)

CETYL PEG/PPG-10/1 DIMETHICONE (HLB 5) (UNII: 035JKJ76MT)
CHLORPHENESIN (UNII: 1670DAL4SZ)
TRIETHOXYCAPRYLYLSILANE (UNII: LDC331P08E)

Packaging

# Item Code Package Description MarkeDthtge Start Markg:_::ir:lg End
1 (DC:14141-305 4 in 1 goxX 08/03/2022

1 10 g in 1 CASE; Type 0: Not a Combination

Product



Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC monograph final M020 08/03/2022

Marketing End
Date

LBEL FOREVER STAY POLVOS COMPACTOS DE LARGA DURACION

FPS 15 LONG LASTING COMPACT SPF 15 ARENA 200

titanium dioxide, zinc oxide powder

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

NDC:14141-301

Ingredient Name Basis of Strength Strength

TITANIUM DIOXIDE (UNII: 15FIX9V2JP) (TITANIUM DIOXIDE - UNII:15FIX9V2]JP) TITANIUM DIOXIDE

ZINC OXIDE (UNII: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z) ZINC OXIDE

Inactive Ingredients

Ingredient Name
HYDROXYCITRONELLAL (UNII: 8SQOVA4YUR)
GERANIOL (UNII: L837108USY)
ISOMETHYL-.ALPHA.-IONONE (UNII: 9XP4LC555B)
HYDROGEN DIMETHICONE (13 CST) (UNIl: 4QGR4P2YOI)
CRITHMUM MARITIMUM WHOLE (UNII: J7IHY79BKY)
CERAMIDE NP (UNII: 4370DF050B)
ALUMINUM OXIDE (UNII: LMI2606933)
HEXYL LAURATE (UNIl: 4CG9FOW01Q)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)
DIMETHICONE (UNII: 92RU3N3Y10)
POLYMETHYLSILSESQUIOXANE (4.5 MICRONS) (UNII: 59Z907ZB69)
POLYGLYCERYL-4 ISOSTEARATE (UNIl: 820DPX33S7)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
.ALPHA.-TOCOPHEROL ACETATE (UNII: 9E8X80D2L0)
LINALOOL, (+/-)- (UNIl: D81QY6I88E)
LIMONENE, (+/-)- (UNIl: 9MC3134447)
FERRIC OXIDE RED (UNIl: 1KO9F3G675)
ZINC STEARATE (UNIl: HO2E6QA4FV)

HEXAMETHYLENE DIISOCYANATE/TRIMETHYLOL HEXYLLACTONE CROSSPOLYMER (UNII:

WB5K9Y35Y9)
MICA (UNII: V8A1AW0880)
MEDIUM-CHAIN TRIGLYCERIDES (UNII: C9H2L21V7U)

57.5mg inlg
49 mg inlg

Strength



PERFLUOROOCTYL TRIETHOXYSILANE (UNIl: 814P46684U)
TRIMETHYLSILOXYSILICATE (M/Q 0.8-1.0) (UNIl: 25LXE464L2)
.BETA.-CITRONELLOL, (R)- (UNIl: P010UT964K)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)

CETYL PEG/PPG-10/1 DIMETHICONE (HLB 5) (UNII: 035)KJ76MT)
CHLORPHENESIN (UNII: 1670DAL4SZ)
TRIETHOXYCAPRYLYLSILANE (UNII: LDC331PO08E)

Packaging
# Item Code Package Description Marketlngistant Marketing End
Date Date
1 (DC:14141-301 4 in 1 goX 08/03/2022
1 10 g in 1 CASE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph final M020 08/03/2022

LBEL FOREVER STAY POLVOS COMPACTOS DE LARGA DURACION
FPS 15 LONG LASTING COMPACT SPF 15 CARAMEL 200

titanium dioxide, zinc oxide powder

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:14141-302

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
TITANIUM DIOXIDE (UNII: 15FIX9V2JP) (TITANIUM DIOXIDE - UNII:15FIX9V2JP)  TITANIUM DIOXIDE 57.5mg inlg
ZINC OXIDE (UNIl: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z) ZINC OXIDE 49mg inlg
Inactive Ingredients
Ingredient Name Strength

HYDROXYCITRONELLAL (UNII: 8SQOVA4YUR)

GERANIOL (UNII: L837108USY)
ISOMETHYL-.ALPHA.-IONONE (UNIl: 9XP4LC555B)
HYDROGEN DIMETHICONE (13 CST) (UNIl: 4QGR4P2YOI)
CRITHMUM MARITIMUM WHOLE (UNII: J7IHY79BKY)
CERAMIDE NP (UNII: 4370DF050B)



ALUMINUM OXIDE (UNIl: LMI2606933)

HEXYL LAURATE (UNIIl: 4CG9F9W01Q)

FERRIC OXIDE YELLOW (UNIIl: EX43802MRT)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)
DIMETHICONE (UNIIl: 92RU3N3Y10)
POLYMETHYLSILSESQUIOXANE (4.5 MICRONS) (UNIl: 59Z2907ZB69)
POLYGLYCERYL-4 ISOSTEARATE (UNII: 820DPX33S7)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
.ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)
LINALOOL, (+/-)- (UNIl: D81QYG6I88E)

LIMONENE, (+/-)- (UNIl: 9MC3I134447)

FERRIC OXIDE RED (UNII: 1KO9F3G675)

ZINC STEARATE (UNIl: H92E6QA4FV)

HEXAMETHYLENE DIISOCYANATE/TRIMETHYLOL HEXYLLACTONE CROSSPOLYMER (UNII:
WB5K9Y35Y9)

MICA (UNII: VBA1AWO880)

MEDIUM-CHAIN TRIGLYCERIDES (UNII: C9H2L21V7U)
PERFLUOROOCTYL TRIETHOXYSILANE (UNII: 814P46684U)
TRIMETHYLSILOXYSILICATE (M/Q 0.8-1.0) (UNIl: 25LXE464L2)
.BETA.-CITRONELLOL, (R)- (UNIl: PO10UT964K)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)

CETYL PEG/PPG-10/1 DIMETHICONE (HLB 5) (UNII: 035JKJ76MT)
CHLORPHENESIN (UNII: 1670DAL4SZ)
TRIETHOXYCAPRYLYLSILANE (UNII: LDC331P0S8E)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 (DCIALAL302- 4y 1 Box 08/03/2022
1 10 g in 1 CASE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph final M020 08/03/2022

LBEL FOREVER STAY POLVOS COMPACTOS DE LARGA DURACION
FPS 15 LONG LASTING COMPACT SPF 15 SOLEI 200

titanium dioxide, zinc oxide powder

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:14141-303

Route of Administration TOPICAL



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

TITANIUM DIOXIDE (UNII: 15FIX9V2JP) (TITANIUM DIOXIDE - UNII:15FIX9V2)JP) TITANIUM DIOXIDE

ZINC OXIDE (UNII: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z) ZINC OXIDE

Inactive Ingredients

Ingredient Name
HYDROXYCITRONELLAL (UNII: 8SQOVA4YUR)
GERANIOL (UNII: L837108USY)
ISOMETHYL-.ALPHA.-IONONE (UNIl: 9XP4LC555B)
HYDROGEN DIMETHICONE (13 CST) (UNIl: 4QGR4P2YOI)
CRITHMUM MARITIMUM WHOLE (UNII: J7IHY79BKY)
CERAMIDE NP (UNII: 4370DF050B)
ALUMINUM OXIDE (UNII: LMI2606933)
HEXYL LAURATE (UNIl: 4CG9F9W01Q)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)
DIMETHICONE (UNII: 92RU3N3Y10)
POLYMETHYLSILSESQUIOXANE (4.5 MICRONS) (UNII: 59Z907ZB69)
POLYGLYCERYL-4 ISOSTEARATE (UNII: 820DPX33S7)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
.ALPHA.-TOCOPHEROL ACETATE (UNII: 9E8X80D2L0)
LINALOOL, (+/-)- (UNIIl: D81QY6I88E)
LIMONENE, (+/-)- (UNIl: 9MC3134447)
FERRIC OXIDE RED (UNII: 1KO9F3G675)
ZINC STEARATE (UNIl: HO2E6QA4FV)

HEXAMETHYLENE DIISOCYANATE/TRIMETHYLOL HEXYLLACTONE CROSSPOLYMER (UNII:

WB5K9Y35Y9)

MICA (UNII: VBA1AWO880)

MEDIUM-CHAIN TRIGLYCERIDES (UNIIl: COH2L21V7U)
PERFLUOROOCTYL TRIETHOXYSILANE (UNIl: 814P46684U)
TRIMETHYLSILOXYSILICATE (M/Q 0.8-1.0) (UNIl: 25LXE464L2)
.BETA.-CITRONELLOL, (R)- (UNIl: PO10UT964K)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)

CETYL PEG/PPG-10/1 DIMETHICONE (HLB 5) (UNII: 035)KJ76MT)
CHLORPHENESIN (UNII: I670DAL4SZ)
TRIETHOXYCAPRYLYLSILANE (UNII: LDC331PO08E)

Packaging

# Item Code Package Description MarkeDthtge S
1 (DCi14141-303 4 in 1 BoX 08/03/2022

1 10 g in 1 CASE; Type 0: Not a Combination

Product

57.5mg inlg
49 mg inlg

Strength

Marketing End
Date



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph final M020 08/03/2022

LBEL FOREVER STAY POLVOS COMPACTOS DE LARGA DURACION
FPS 15 LONG LASTING COMPACT SPF 15 AVELLANA 200

titanium dioxide, zinc oxide powder

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:14141-304
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
TITANIUM DIOXIDE (UNII: 15FIX9V2JP) (TITANIUM DIOXIDE - UNII:15FIX9V2JP) TITANIUM DIOXIDE 57.5mg inlg
ZINC OXIDE (UNII: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z) ZINC OXIDE 49 mg inlg

Inactive Ingredients

Ingredient Name Strength
HYDROXYCITRONELLAL (UNIl: 8SQ0VA4YUR)
GERANIOL (UNII: L837108USY)
ISOMETHYL-.ALPHA.-IONONE (UNIl: 9XP4LC555B)
HYDROGEN DIMETHICONE (13 CST) (UNIl: 4QGR4P2YOI)
CRITHMUM MARITIMUM WHOLE (UNII: J7IHY79BKY)
CERAMIDE NP (UNII: 4370DF050B)
ALUMINUM OXIDE (UNII: LMI2606933)
HEXYL LAURATE (UNIl: 4CG9F9W01Q)
FERRIC OXIDE YELLOW (UNIl: EX43802MRT)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)
DIMETHICONE (UNIIl: 92RU3N3Y10)
POLYMETHYLSILSESQUIOXANE (4.5 MICRONS) (UNIl: 59Z907ZB69)
POLYGLYCERYL-4 ISOSTEARATE (UNIl: 820DPX3357)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
.ALPHA.-TOCOPHEROL ACETATE (UNII: 9E8X80D2L0)
LINALOOL, (+/-)- (UNIl: D81QY6I88E)
LIMONENE, (+/-)- (UNIl: 9MC3134447)
FERRIC OXIDE RED (UNIl: 1KO9F3G675)
ZINC STEARATE (UNIl: H92E6QA4FV)

HEXAMETHYLENE DIISOCYANATE/TRIMETHYLOL HEXYLLACTONE CROSSPOLYMER (UNII:
WB5K9Y35Y9)

MICA (UNII: VBA1AWO880)

MEDIUM-CHAIN TRIGLYCERIDES (UNII: C9H2L21V7U)
PERFLUOROOCTYL TRIETHOXYSILANE (UNIl: 814P46684U)
TRIMETHYLSILOXYSILICATE (M/Q 0.8-1.0) (UNIl: 25LXE464L2)



.BETA.-CITRONELLOL, (R)- (UNIl: PO10UT964K)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)

CETYL PEG/PPG-10/1 DIMETHICONE (HLB 5) (UNII: 035JKJ76MT)
CHLORPHENESIN (UNII: 1670DAL4SZ)
TRIETHOXYCAPRYLYLSILANE (UNII: LDC331P08E)

Packaging
# [Item Code Package Description Marketing Start Marketing End
Date Date
1 (DC:14141-304- 4 i 1 gox 08/03/2022
1 10 g in 1 CASE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph final M020 08/03/2022

Labeler - BELSTAR S A (880160197)

Revised: 10/2022 BELSTARS A
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