LBEL DIVINE POLVOS COMPACTOS DOBLE USO FPS 15 EDICION DE LUJO
DORADO/DOUBLE USE COMPACT SPF 15 GOLD DELUXE EDITION CLAIRE 1-2-3-
titanium dioxide, zinc oxide, and octinoxate powder

LBEL DIVINE POLVOS COMPACTOS DOBLE USO FPS 15 EDICION DE LUJO
DORADO/DOUBLE USE COMPACT SPF 15 GOLD DELUXE EDITION CLAIRE 4- titanium
dioxide, zinc oxide, and octinoxate powder

LBEL DIVINE POLVOS COMPACTOS DOBLE USO FPS 15 EDICION DE LUJO
DORADO/DOUBLE USE COMPACT SPF 15 GOLD DELUXE EDITION MEDIUM 5- titanium
dioxide, zinc oxide, and octinoxate powder

LBEL DIVINE POLVOS COMPACTOS DOBLE USO FPS 15 EDICION DE LUJO
DORADO/DOUBLE USE COMPACT SPF 15 GOLD DELUXE EDITION MEDIUM 6- titanium
dioxide, zinc oxide, and octinoxate powder

LBEL DIVINE POLVOS COMPACTOS DOBLE USO FPS 15 EDICION DE LUJO
DORADO/DOUBLE USE COMPACT SPF 15 GOLD DELUXE EDITION MEDIUM 7- titanium
dioxide, zinc oxide, and octinoxate powder

LBEL DIVINE POLVOS COMPACTOS DOBLE USO FPS 15 EDICION DE LUJO
DORADO/DOUBLE USE COMPACT SPF 15 GOLD DELUXE EDITION OBSCURE 8-9-
titanium dioxide, zinc oxide, and octinoxate powder

Ventura International 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.

L'BEL
DIVINE Polvoes compactos doble uso FPS 15 edicion de lujo dorado/Double use compact SPF 15
gold deluxe edition

Drug Facts

Active Ingredients
TITANIUM DIOXIDE (6.2393%), ZINC OXIDE (4.9%), OCTINOXATE (3.0%)

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.
e For external use only.
® Do not use on damage or broken skin.

e Whenusing this product keep out of eyes. Rinse with water to remove.

¢ Stop use and ask a doctor if rash occurs.



e 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.
Children under 6 months of age: Ask a doctor.

Reapply at least every 2 hours.

Use a water resistant sunscreen if swimming or sweating.

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

Inactive ingredients

MICA, POLYMETHYLSILSESQUIOXANE, HDI/TRIMETHYLOL HEXYLLACTONE
CROSSPOLYMER, DIMETHICONE, MAGNESIUM STEARATE, TRIMETHYLSILOXYSILICATE,
ISOSTEARYL NEOPENTANOATE, HYDROGEN DIMETHICONE, TOCOPHERYL ACETATE,
PHENOXYETHANOL, ALUMINA, TRIETHOXYCAPRYLYLSILANE, PARFUM (FRAGRANCE),
CAPRYLYL GLYCOL, CERAMIDE 3, CHLORPHENESIN. MAY CONTAIN: CI 77492 (IRON
OXIDES), CI 77491 (JIRON OXIDES), CI1 77891 (TITANIUM DIOXIDE ), CI 77499 (IRON OXIDES).

US: Dist by Ventura Int Ltd. DBA Belcorp USA, San Francisco, CA 94111.

PRINCIPAL DISPLAY PANEL - 10 g Cartridge Box - Claire 1-2-3
DIVINE

Polvos compactos doble uso FPS 15 edicion de lujo dorado

Double use compact SPF 15 gold deluxe edition

10 g e (.35 0z.)

L'BEL



@

DIVINE
Polvos compactos doble uso FPS 15 edicion de lujo dorado

Double use compact SPF 15 gold deluxe edition

10g e(3b0z)

Drug Facts

Active Ingredienis Purpose
Tilanum Dioxide 6.2393% . Znc Oxide 4.9 %,
Cetinoxate 3 0% _ . \3unscreen

Uses: wHelp provents sunbum
Warnings: w Skin Cancer / Skin Aging Alert, Spending fime in the sun increases

your nsk of skin cancer and early skin aging. This product has been shown only fo help
prevent sunburn, not skin cancer or early skin aging. m For extemal use only. m Do not




use on damage or broken skin._ w When using this product keep out of eyes. Hinse with
waler lo remove. m Slop use and ask a doctor if rash occurs. m Keep oul of reach of
children. lf swallowed, get medical help or contact a Poison Control Center nght away.

Directions: u Apply liberally and evenly 15 minutes before sun exposure.

m Children under 6 manths of age: Ask a doctor. m Heapply at least every 2 hours. m Use
a waler resistant sunscreen if swimming or sweafing.

Other information:
m rotect the product in this confainer from excessive heat and direct sun.

Inactive ingredients:
mica, palymethylsisesquioxane, hditnmethylol hexyllactone crosspolymer, dimethicone;
magnesium stearale, imethylsiloxysilicale, isoslearyl necpentanoate, hydrogen

dimethicone, locopheryl acetale, phenmyelhdnut alumina, lriPlhux\rcapu.rlyi:.llar]p
parfum ifraqwrr\] caprylyi qu'ml ceramide 3, chbrphme*:m May contain: Cl 77492
{iron omices), Gl 774971 (iron oxides), Cl 7781 {Illdllnun diowide ), G1 77499 (iron oxides)

5 Dist by Venturn Int Lid DBA Belcorp LUSA San Franciseo, 0A 54111
P.R.: Dist by Venluia Cop, Lid., Sart Juzn, Puerlo Rice 00925, Mate in Colombia.

CLAIRE 1-2-3

PRINCIPAL DISPLAY PANEL - 10 g Cartridge Box - Claire 4
DIVINE

Polvos compactos doble uso FPS 15 edicion de lujo dorado
Double use compact SPF 15 gold deluxe edition

10 g e (.35 0z.)

L'BEL
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DIVINE
Polvos compactos doble uso FPS 15 edicidn de luje dorado

Double use compact SPF 15 gold deluxe edition

10g e (35 0z)

Drug Facts

Active Ingredients Purpose
Tilarmm Dioxide 6.2393% | Zinc Oxide 4.9 %,
Octmoxate 3.0%. . O - P £ = |

Warnings: wSkin Cancer / Skin Aging Alert, Spending lime in The sun increases
your nisk of skin cancer and early skin aging. Thus product has been shown orly fo heip




|H on dqm:im ot hrnl.m fﬂﬁﬂ L] Whm umq rhh'pmdurt kr-Fp out nf eyrn. Rinse: with
waler lo remave. m Stop use and ask a doclor if rash occurs. m Keep out of reach of
children. f swallowed, get medical help or contact a Poison Control Center nght away.

Directions: = Apply liberally and evenly 15 minutes before sun exposure.
m Children under 6 months of age: Ask a doctor. m Feapply at least every 2 hours. m Use
a water resistant sunscreen if swimiming or sweafin

Other information:
m Protect the product in this contamer from excessive heat and direct sun.

Inactive ingredients:
mica, palymethylisiisesquioxane, hoiftimethylol hexyllactone crosspolymer, dimethicone,
magnesium stearale, timelhylsiloxysilicale, isostearyl neopentanoale, hydrogen

dimethicone, tocopheryl acetale, phenoxyethanol, alumina, Inethoxycaprylylsilane,
parfum (fr ﬂnmnce] caprylyi glycol, ceramide 3, ehlorphenesin. May contain: Gl 77492
{iron oxides), C1 77441 (iron oxides), Gl 77891 {hldlllum dioxide ), C1 77499 (iron oxides)

i oy Venkura Int Lid. 0BA Belocorp LISA. San Francisco, [
, Venlura Corp, Lid., San Juan, Puerlo Rico 00925, Made in Colombia.

CLAIRE 4

PRINCIPAL DISPLAY PANEL - 10 g Cartridge Box - Medium 5
DIVINE

Polvos compactos doble uso FPS 15 edicién de lujo dorado

Double use compact SPF 15 gold deluxe edition

10 g e (.350z.)

L'BEL
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DIVINE
Polvos compactos doble uso FPS 15 edicion de lujo dorado

Double use compact SPF 15 gold deluxe edition

10ge(3boz)

Drug Facts

Active Ingredients Purpose
[arsum Dioxde 6.2383% . Zinc Ohade 4.9 %%,

Uses: wHelpprey
Warnings: w Skin Gancer / Skin Aging Alert, Spending fime in the sun increases

your nsk of skin cancer and early skin aging. This product has been shown only fo help
prevent sunburn. not skin cancer or early skin aging. m For exiemal use only. ® Do not




use on damage or broken skin- w When using this product keep out of eyes. Rinse with
waler [o remove. m Slop use and ask a doclor if rash occurs. m Keep out of reach of
children_ If swallowed, get medical help or contact a Poison Control Center nght away.

Directions: u Apply liberally and evenly 15 minutes before sun exposure.
m Children under 6 months of age: Ask a doclor. m Heapply at least every 2 hours. m Use
a water resistant sunscreen if swimming or sweafing.

Other information:
m Protect the product in this confainer from excessive heat and direct sun.

Inactive ingredients:

mica, polymethylsisesquioxane, hditimethylol hexyllactone crosspolymer, dimethicone,

magnesium stearale, nmethylsiloxysilicale, isostearyl neopentanvate, hydrogen
) _

dimethicone, locopheryl acetale, phenoxyethanol, alumina, tnethoxycaprylylsilane,
parfum (fragrance), caprylyl giyeol, ceramide 3, chlorphenesin May contain: Gl 77492
{iron awides), G 77491 (iron oxides), C 77891 (litanium dioxide ), CI 77499 (iron oxides)

ura Int Lid. DBA Beloorp USA, San F y, DA 5411
Coip, Lid., San Juan, Pueilo Rico Made in Cotombia

PRINCIPAL DISPLAY PANEL - 10 g Cartridge Box - Medium 6
DIVINE

Polvos compactos doble uso FPS 15 edicién de lujo dorado

Double use compact SPF 15 gold deluxe edition

10 g e (.350z.)

L'BEL
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DIVINE

Polvos compactos doble uso FPS 15 edicidn de lujo dorado

Double use compact SPF 15 gold deluxe edition

10g e (35 0z)

Drug Facts

Active Ingredients Purpose
[tarmum Dioade 6.2393% . Anc Owide 4.9 %,

Octinoxate 3.0%........ i OUINSCTEET

Uses: wHelp prevenis sunbum

Warnings: wSkin Cancer / Skin Aging Alert, Spending fime in the sun increases
your risk of skin cancer and early skin aging. This product has been shown only to help

i 10 =S (e [




use on dmﬂ_r: or broken skin_ m When !,l-'n'l!] ﬁirs‘{;l{le_x l‘.-l'.:E.‘I.'I out !N' Rinse with
waler lo remove. m Slop use and ask a doclor if rash occurs. m Keep oul of reach of
children. If swallowed, get medical help or contact a Poison Control Center nght away.

Directions: = Apply liberally and evenly 15 minutes before sun exposure.

m Children under 6 months of age: Ask a doctor. m Heapply af least every 2 hours. m Use
a waler resistant sunscreen if swimming or sweaiing

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

Inactive ingredients:

mica, palymethylsisesquioxane, hdvinmethylol hexyllactone crosspolymer, dimetficone,
magnesium stearale, tnmethylsiloxysilicale, isostearyl neopentanoale, hydrogen
dimelhicone, lucuph#ryi acetale, phenuxwlhanul alumina, lrnethoxycaprylylsilane,
parfum {fra.:;rancl_] caprylyi ql»,'cnl ceramide 3, chiorphenesin May contain: Gl 77492

(iron oxides), G1 77431 {iron oxides), CI 77891 [I|I.1||||Jm dioxide ), GI 77499 (iron oxides)

115 Diist by Venhura it Lid. DBA eloorp USA. San Franciscn, GA 84111
P.R.: Dist by Venlua Co, Lid., San Juan, Peeno Rico 00925. Macde in Colombiz.

MEDIUM &

PRINCIPAL DISPLAY PANEL - 10 g Cartridge Box - Medium 7
DIVINE

Polvos compactos doble uso FPS 15 edicion de lujo dorado

Double use compact SPF 15 gold deluxe edition

10 g e (.35 0z.)

L'BEL
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Polvos compectos doble uso FPS 15 edicion de lujo dorado

Double use compact SPF 15 gold deluxe edition

10g e(350z)

Drug Facts

Active Ingredients Purpose
Titarwum Dioxide 6.2393% , Znc Owxide 4.9 %,

Uses: wHelppre

t has been shown orlly fo help
O Exiednia SE oniy [



use on damage or broken skin_ m When using this product keep out of eyes. Rinse with
waler lo remove. m Slop use and ask a dector if rash occwrs. m Keep oul of reach of
children. If swallowed, get medical help or contact a Poison Control Center nght away.

Directions: = Apply liberally and evenly 15 minutes before sun exposure:
m Children under 6 months of age: Ask a doctor. m Reapply at leastevery 2 hours. m Use
a water resistani sunscreen if swimming of sweating

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

Inactive ingredients:

mica, polymethylsisesquioxane, hditimethylol hexyllactone crosspolymer, dimethicone,
magnesium slearale, imethylsiloxysilicale, isosteary| neopentanoate, hydrogen
dimelhicone, locopheryl acetale, phenoxyethanol, alumina, inethoxycaprylylsilane,
parfum (fragrance), caprylyl glycol, ceramide 3, chibrphenesin. May contain: Gl 77432

(iron oxides), G| 77491 (ion oxides), C1 77891 (fitanium dioxide ), C1 77499 (iron oxides)

by Ventura Inl Lid DBA Beloorp USA, San Fre
 Venlula Cop, Lid, San Judn, Pusrlo Rico D092

PRINCIPAL DISPLAY PANEL - 10 g Cartridge Box - Obscure 8-9
DIVINE

Polvos compactos doble uso FPS 15 edicion de lujo dorado

Double use compact SPF 15 gold deluxe edition

10 g e (.350z.)

L'BEL
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DIVINE

Polvos compactos doble uso FPS 15 edicion de lujo dorado

Double use compact SPF 15 gold deluxe edition

10g e (35 0z)

Drug Facis

Active Ingredienis Purpose
[armm Doxide 6.2393% , Zinc Owide 4.9 %,
emnmale B e e OMSTIEET

Uses: wHelp prevents sunbum
Warnings: w Skin Cancer / Skin Aging Alerl, Spending lime in the sun increasas
your nisk of sxin cancer and early skin aging. This product has been shown only fo help

1y . ] (1] O




se on Je or ml: _ | ungs lod Im m ees_ Flinse
water lo remove. m Slop use and ask a doctor if rash occurs. m Keep oul of reach of
children. It swallowed, get medical help or contact a Poison Control Center nght away.

Directions: m Apply liberally and evenly 15 minutes before sun exposure.
m Children under 6 months of age- Ask a docior. m Heamtyal leastevery 2 hours. m Llse
a water resistant sunscreen if swimmi

Other information:
m Protect the product in this contamer from excessive heat and direct sun.

Inactive ingredients:
mica, polymethylsilsesquioxane, hdifinmethylol hexyllactons crosspolymer, dimethicone,
magnesium stearale, nmelhylsiloxysilicale, isosteary] neopenlanoale, hydrogen

dimethicone, tocopheryl acelale, phenoxyethanol, alumina, inethoxycaprylylsilane,
m{fraqmnc&} caprylyl glyml ceramide 3, ehbq:henesm May contain: Gl 77432

(iron oxides), G1 77491 (iron oxides), CI 77891 (1rtdmmn dioxide ), CI 77499 (iron oxides)

115; Dhist by Ventura Int Lid DRA Bel LISA San Frantisco, OA 54111
P.R.: Disl by venlura Coip, Lid., San Juan, Puetio Rico 00925 Mace in Colomblz.

OBSCURE 8-9

LBEL DIVINE POLVOS COMPACTOS DOBLE USO FPS 15 EDICION DE LUJO
DORADO/DOUBLE USE COMPACT SPF 15 GOLD DELUXE EDITION CLAIRE 1-
2-3

titanium dioxide, zinc oxide, and octinoxate powder

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:14783-056

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Titanium Dioxide (UNIL: 15FIX9 V2JP) (Titanium Dioxide - UNIL:15FIX9 V2JP) Titanium Dioxide 0.062393 g inlg
Zinc Oxide (UNI: SORLOH54Z) (Zinc Oxide - UNI:SOI2LOH54Z) Zinc Oxide 0.049g inlg
Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51) Octinoxate 0.03g inlg
Inactive Ingredients
Ingredient Name Strength

MICA (UNII: VBA1AW0880)
DIMETHICO NE (UNII: 92RU3N3Y10)
MAGNESIUM STEARATE (UNII: 70097M6130)




ISOSTEARYL NEOPENTANOATE (UNI: 411THY156Q)
ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8 X80D2L0)
PHENO XYETHANOL (UNII: HIE492Z73T)

ALUMINUM O XIDE (UNII: LMI2606933)

TRIETHO XYCAPRYLYLSILANE (UNI: LDC331P08E)
CAPRYLYL GLYCOL (UNIL: 00YIU5438U)

CERAMIDE 3 (UNII: 4370DF050B)

CHLORPHENESIN (UNIL: 670 DAL4SZ)

FERRIC O XIDE YELLOW (UNII: EX438 O2MRT)
FERRIC O XIDE RED (UNIL: 1IKO9F3G675)

FERRO SOFERRIC O XIDE (UNII: XM0M87F357)

Product Characteristics

Color RED (Rose) Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:14783-056-02 1in 1BOX

1 NDC:14783-056-01 10 g in 1 CARTRIDGE

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 05/27/2013

LBEL DIVINE POLVOS COMPACTOS DOBLE USO FPS 15 EDICION DE LUJO
DORADO/DOUBLE USE COMPACT SPF 15 GOLD DELUXE EDITION CLAIRE 4

titanium dioxide, zinc oxide, and octinoxate powder

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:14783-057

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Titanium Dioxide (UNIL: 15FIX9 V2JP) (Titanium Dioxide - UNI:15FIX9 V2JP) Titanium Dioxide 0.062393 g inlg
Zinc Oxide (UNI: SOI2LOH54Z) (Zinc Oxide - UNI:SOI2LOH547) Zinc Oxide 0.049g inlg

Octinoxate (UNIL: 4Y5P7MUD51) (Octinoxate - UNIL4Y5P7MUD51) Octinoxate 0.03g inlg



Inactive Ingredients

Ingredient Name Strength
MICA (UNI: VBA1AW0880)
DIMETHICONE (UNIL: 92RU3N3Y10)
MAGNESIUM STEARATE (UNIL: 70097M6130)
ISOSTEARYL NEOPENTANOATE (UNII: 411THY156Q)
.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8§ X80D2L0)
PHENO XYETHANOL (UNII: HIE492ZZ3T)
ALUMINUM O XIDE (UNII: LMI2606933)
TRIETHO XYCAPRYLYLSILANE (UNIl: LDC331P08E)
CAPRYLYL GLYCOL (UNIE: 00YIU5438U)
CERAMIDE 3 (UNII: 4370DF050B)
CHLORPHENESIN (UNII: 670 DAL4SZ)
FERRIC O XIDE YELLOW (UNII: EX438 O2MRT)
FERRIC O XIDE RED (UNIL: 1IKO9F3G675)
FERRO SOFERRIC OXIDE (UNII: XM0 M8 7F357)

Product Characteristics

Color RED (Rose lightly yellowish) Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:14783-057-02 1in 1BOX

1 NDC:14783-057-01 10 g in 1 CARTRIDGE

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 05/27/2013

LBEL DIVINE POLVOS COMPACTOS DOBLE USO FPS 15 EDICION DE LUJO
DORADO/DOUBLE USE COMPACT SPF 15 GOLD DELUXE EDITION MEDIUM
5

titanium dioxide, zinc oxide, and octinoxate powder

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:14783-058

Route of Administration TOPICAL



Active Ingredient/Active Moiety

Ingredient Name
Titanium Dioxide (UNIL: 15FIX9 V2JP) (Titanium Dioxide - UNIL:15FIX9 V2JP)
Zinc Oxide (UNI: SOI2LOH54Z) (Zinc Oxide - UNI:SORRLOH547)
Octinoxate (UNIL: 4Y5P7MUD51) (Octinoxate - UNIL4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
MICA (UNIL: V8AIAW0880)
DIMETHICO NE (UNIE: 92RU3N3Y10)
MAGNESIUM STEARATE (UNIL: 7009 7M6130)
ISOSTEARYL NEOPENTANOATE (UNIE: 411THY156Q)
.ALPHA.-TO COPHEROL ACETATE (UNIL: 9E8 X80D2L0)
PHENO XYETHANOL (UNII: HIE492ZZ3T)
ALUMINUM O XIDE (UNI: LM2606933)
TRIETHO XYCAPRYL YLSILANE (UNI: LDC331P08E)
CAPRYLYL GLYCOL (UNIE: 00 YIU5438 U)
CERAMIDE 3 (UNIL: 4370 DF050B)
CHL O RPHENESIN (UNIL: 16 70 DAL4SZ)
FERRIC O XIDE YELLOW (UNIL: EX438 02MRT)
FERRIC O XIDE RED (UNII: 1K09F3G675)
FERRO SOFERRIC O XIDE (UNIE: XMO0M87F357)

Product Characteristics

Color BROWN (Beige)
Shape

Flavor

Contains

Packaging

Basis of Strength Strength
Titanium Dioxide 0.062393 g inlg
Zinc Oxide 0.049g inlg
Octinoxate 0.03g inlg

Strength

Score
Size

Imprint Code

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:14783-058-02 1in 1BOX
1 NDC:14783-058-01 10 g in 1 CARTRIDGE

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph not final part352

Marketing Start Date Marketing End Date
05/27/2013

LBEL DIVINE POLVOS COMPACTOS DOBLE USO FPS 15 EDICION DE LUJO
DORADO/DOUBLE USE COMPACT SPF 15 GOLD DELUXE EDITION MEDIUM

6

titanium dioxide, zinc oxide, and octinoxate powder



Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

Item Code (Source) NDC:14783-059

Basis of Strength Strength

Titanium Dioxide (UNIL: 15FIX9 V2JP) (Titanium Dioxide - UNIL:15FIX9 V2JP) Titanium Dioxide 0.062393g inlg

Zinc Oxide (UNI: SORLOH54Z) (Zinc Oxide - UNI:SORLOH54Z)
Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51)

Inactive Ingredients

Ingredient Name
MICA (UNI: V8AIAW0880)
DIMETHICO NE (UNI: 92RU3N3Y10)
MAGNESIUM STEARATE (UNIE: 7009 7M6130)
ISOSTEARYL NEOPENTANOATE (UNIE: 411THY156Q)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
PHENO XYETHANOL (UNIL: HIE492Z73T)
ALUMINUM O XIDE (UNI: LM2606933)
TRIETHO XYCAPRYL YLSILANE (UNI: LDC331P08E)
CAPRYLYL GLYCOL (UNIE: 00 YIU5438 U)
CERAMIDE 3 (UNII: 4370 DF050B)
CHL O RPHENESIN (UNTL: 16 70 DAL4SZ)
FERRIC O XIDE YELLOW (UNIE: EX438 02MRT)
FERRIC O XIDE RED (UNIL: 1K0O9F3G675)
FERRO SO FERRIC O XIDE (UNI: XM0 M8 7F357)

Product Characteristics

Color BROWN (Yellowish Beige)
Shape

Flavor

Contains

Packaging

# Item Code Package Description
1 NDC:14783-059-02 1in 1BOX

1 NDC:14783-059-01 10 g in 1 CARTRIDGE

Marketing Information

Zinc Oxide 0.049g inlg
Octinoxate 0.03g inlg

Strength

Score
Size

Imprint Code

Marketing Start Date Marketing End Date

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date

OTC monograph not final part352

05/27/2013



LBEL DIVINE POLVOS COMPACTOS DOBLE USO FPS 15 EDICION DE LUJO
DORADO/DOUBLE USE COMPACT SPF 15 GOLD DELUXE EDITION MEDIUM
7

titanium dioxide, zinc oxide, and octinoxate powder

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:14783-060

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Titanium Dioxide (UNIL: 15FIX9 V2JP) (Titanium Dioxide - UNIL:15FIX9 V2JP) Titanium Dioxide 0.062393 g inlg
Zinc Oxide (UNI: SOI2LOH54Z) (Zinc Oxide - UNI:SOI2LOH547) Zinc Oxide 0049 g inlg
Octinoxate (UNI:: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51) Octinoxate 0.03g inlg
Inactive Ingredients
Ingredient Name Strength

MICA (UNIE: V8 AIAW0880)
DIMETHICO NE (UNI: 92RU3N3Y10)

MAGNESIUM STEARATE (UNIL: 70097M6130)
ISOSTEARYL NEOPENTANOATE (UNIE: 411THY156Q)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
PHENO XYETHANOL (UNII: HIE492ZZ3T)

ALUMINUM O XIDE (UNI: LMI26 06933)

TRIETHO XYCAPRYL YLSILANE (UNI: LDC331P08E)
CAPRYLYL GLYCOL (UNI: 00YIU5438U)

CERAMIDE 3 (UNIL: 4370DF050B)

CHL O RPHENESIN (UNIL: 16 70 DAL4SZ)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)
FERRIC O XIDE RED (UNIL: 1K09F3G675)

FERRO SOFERRIC O XIDE (UNI: XM0 M8 7F357)

Product Characteristics

Color BROWN (Light Reddish Beige) Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:14783-060-02 1in 1BOX

1 NDC:14783-060-01 10 g in 1 CARTRIDGE



Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 05/27/2013

LBEL DIVINE POLVOS COMPACTOS DOBLE USO FPS 15 EDICION DE LUJO
DORADO/DOUBLE USE COMPACT SPF 15 GOLD DELUXE EDITION OBSCURE
8-9

titanium dioxide, zinc oxide, and octinoxate powder

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:14783-061

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Titanium Dioxide (UNIL: 15FIX9 V2JP) (Titanium Dioxide - UNIL:15FIX9 V2JP) Titanium Dioxide 0.062393 g inlg
Zinc Oxide (UNI: SOI2LOH54Z) (Zinc Oxide - UNI:SOI2LOH547) Zinc Oxide 0.049g inlg
Octinoxate (UNI: 4Y5P7MUD51) (Octinoxate - UNI:4Y5P7MUD51) Octinoxate 0.03ginlg
Inactive Ingredients
Ingredient Name Strength

MICA (UNI: VBA1AW0880)

DIMETHICONE (UNIL: 92RU3N3Y10)

MAGNESIUM STEARATE (UNIL: 70097M6130)
ISOSTEARYL NEOPENTANOATE (UNI: 411THY156Q)
ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8 X80D2L0)
PHENO XYETHANOL (UNII: HIE492Z73T)

ALUMINUM O XIDE (UNII: LMI2606933)

TRIETHO XYCAPRYLYLSILANE (UNI: LDC331P08E)
CAPRYLYL GLYCOL (UNIL: 00YIU5438U)

CERAMIDE 3 (UNII: 4370DF050B)

CHLORPHENESIN (UNIL: 670 DAL4SZ)

FERRIC OXIDE YELLOW (UNII: EX438 02MRT)
FERRIC O XIDE RED (UNII: 1IKO9F3G675)

FERRO SOFERRIC O XIDE (UNII: XM0M87F357)

Product Characteristics

Color BROWN (Reddish Beige) Score
Shape Size
Flavor Imprint Code

Contains



Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:14783-061-02 1in 1BOX
1 NDC:14783-061-01 10 g in 1 CARTRIDGE

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 05/27/2013

Labeler - ventura International LTD. (603192787)

Establishment
Name Address ID/FEI Business Operations

Bel Star S.A. MANUFACTURE(14783-056, 14783-057, 14783-058, 14783-059, 14783-060, 1478 3-
. 880160197

(Colombia) 061)

Revised: 5/2013 Ventura International LTD.
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