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L'BEL FILLING EFFECT FOUNDATION SPF 10
Drug Facts

Active Ingredients
Octinoxate 7 %

Purpose
Sunscreen

Uses
Helps prevent sunburn

Warnings
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 us ing 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
Protect the product in this container from excessive heat and direct sun.

Inactive ingredients
AQUA (WATER), CYCLOMETHICONE, CYCLOPENTASILOXANE, CYCLOHEXASILOXANE,
SODIUM CHLORIDE, PEG/PPG-18/18 DIMETHICONE, DIMETHICONE, NYLON-12
FLUORESCENT BRIGHTENER 230 SALT, DIMETHICONOL, DIAZOLIDINYL UREA,
CETEARYL DIMETHICONE CROSSPOLYMER, METHYLPARABEN, PARFUM (FRAGRANCE),
PROPYLPARABEN, POLYVINYLALCOHOL CROSSPOLYMER, SODIUM HYALURONATE.

MAY CONTAIN
TITANIUM DIOXIDE (CI 77891), IRON OXIDES (CI 77492), IRON OXIDES (CI 77499), IRON
OXIDES (CI 77491), METHICONE

Distributed by Ventura International Ltd. DBA Belcorp USA, San Francisco, CA 94111
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LBEL FILLING EFFECT FOUNDATION SPF 10   (CLAIRE 1) - BEIGE 
octinoxate liquid

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:1478 3-20 0

Route  of Adminis tration TOPICAL

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

O ctino xa te  (UNII: 4Y5P7MUD51) (Octino xate  - UNII:4Y5P7MUD51) Octino xate 0 .0 7 g  in 1 mL

Inactive Ingredients
Ingredient Name Strength

wa ter (UNII: 0 59 QF0 KO0 R)  

cyclo methico ne  (UNII: NMQ3479 9 4Z)  

cyclo methico ne 5 (UNII: 0 THT5PCI0 R)  

cyclo methico ne 6  (UNII: XHK3U310 BA)  

so dium chlo ride  (UNII: 451W47IQ8 X)  

peg /ppg -18 /18  dimethico ne  (UNII: 9 H0 AO7T79 4)  

dimethico ne  (UNII: 9 2RU3N3Y1O)  

dia zo lidinyl urea  (UNII: H5RIZ3MPW4)  

methylpa ra ben  (UNII: A2I8 C7HI9 T)  

pro pylpa ra ben  (UNII: Z8 IX2SC1OH)  

hya luro na te  so dium  (UNII: YSE9 PPT4TH)  

tita nium dio xide  (UNII: 15FIX9 V2JP)  

ferric  o xide  yello w (UNII: EX438 O2MRT)  

ferro so ferric  o xide  (UNII: XM0 M8 7F357)  

ferric  o xide  red  (UNII: 1K0 9 F3G6 75)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:1478 3-20 0 -0 2 1 in 1 BOX

1 NDC:1478 3-20 0 -0 1 30  mL in 1 BOTTLE

2 NDC:1478 3-20 0 -0 4 1 in 1 BOX

2 NDC:1478 3-20 0 -0 3 3 mL in 1 TUBE

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

OTC MONOGRAPH NOT FINAL part352 12/16 /20 13

LBEL FILLING EFFECT FOUNDATION SPF 10   (CLAIRE 2) - BEIGE 



octinoxate liquid

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:1478 3-20 1

Route  of Adminis tration TOPICAL

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

O ctino xa te  (UNII: 4Y5P7MUD51) (Octino xate  - UNII:4Y5P7MUD51) Octino xate 0 .0 7 g  in 1 mL

Inactive Ingredients
Ingredient Name Strength

wa ter (UNII: 0 59 QF0 KO0 R)  

cyclo methico ne  (UNII: NMQ3479 9 4Z)  

cyclo methico ne 5 (UNII: 0 THT5PCI0 R)  

cyclo methico ne 6  (UNII: XHK3U310 BA)  

so dium chlo ride  (UNII: 451W47IQ8 X)  

peg /ppg -18 /18  dimethico ne  (UNII: 9 H0 AO7T79 4)  

dimethico ne  (UNII: 9 2RU3N3Y1O)  

dia zo lidinyl urea  (UNII: H5RIZ3MPW4)  

methylpa ra ben  (UNII: A2I8 C7HI9 T)  

pro pylpa ra ben  (UNII: Z8 IX2SC1OH)  

hya luro na te  so dium  (UNII: YSE9 PPT4TH)  

tita nium dio xide  (UNII: 15FIX9 V2JP)  

ferric  o xide  yello w (UNII: EX438 O2MRT)  

ferro so ferric  o xide  (UNII: XM0 M8 7F357)  

ferric  o xide  red  (UNII: 1K0 9 F3G6 75)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:1478 3-20 1-0 6 1 in 1 BOX

1 NDC:1478 3-20 1-0 5 30  mL in 1 BOTTLE

2 NDC:1478 3-20 1-0 8 1 in 1 BOX

2 NDC:1478 3-20 1-0 7 3 mL in 1 TUBE

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

OTC MONOGRAPH NOT FINAL part352 12/16 /20 13

LBEL FILLING EFFECT FOUNDATION SPF 10   (CLAIRE 3) - BEIGE 
octinoxate liquid



Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:1478 3-20 2

Route  of Adminis tration TOPICAL

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

O ctino xa te  (UNII: 4Y5P7MUD51) (Octino xate  - UNII:4Y5P7MUD51) Octino xate 0 .0 7 g  in 1 mL

Inactive Ingredients
Ingredient Name Strength

wa ter (UNII: 0 59 QF0 KO0 R)  

cyclo methico ne  (UNII: NMQ3479 9 4Z)  

cyclo methico ne 5 (UNII: 0 THT5PCI0 R)  

cyclo methico ne 6  (UNII: XHK3U310 BA)  

so dium chlo ride  (UNII: 451W47IQ8 X)  

peg /ppg -18 /18  dimethico ne  (UNII: 9 H0 AO7T79 4)  

dimethico ne  (UNII: 9 2RU3N3Y1O)  

dia zo lidinyl urea  (UNII: H5RIZ3MPW4)  

methylpa ra ben  (UNII: A2I8 C7HI9 T)  

pro pylpa ra ben  (UNII: Z8 IX2SC1OH)  

hya luro na te  so dium  (UNII: YSE9 PPT4TH)  

tita nium dio xide  (UNII: 15FIX9 V2JP)  

ferric  o xide  yello w (UNII: EX438 O2MRT)  

ferro so ferric  o xide  (UNII: XM0 M8 7F357)  

ferric  o xide  red  (UNII: 1K0 9 F3G6 75)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:1478 3-20 2-10 1 in 1 BOX

1 NDC:1478 3-20 2-0 9 30  mL in 1 BOTTLE

2 NDC:1478 3-20 2-12 1 in 1 BOX

2 NDC:1478 3-20 2-11 3 mL in 1 TUBE

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

OTC MONOGRAPH NOT FINAL part352 12/16 /20 13

LBEL FILLING EFFECT FOUNDATION SPF 10   (CLAIRE 4) - BEIGE 
octinoxate liquid

Product Information



Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:1478 3-20 3

Route  of Adminis tration TOPICAL

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

O ctino xa te  (UNII: 4Y5P7MUD51) (Octino xate  - UNII:4Y5P7MUD51) Octino xate 0 .0 7 g  in 1 mL

Inactive Ingredients
Ingredient Name Strength

wa ter (UNII: 0 59 QF0 KO0 R)  

cyclo methico ne  (UNII: NMQ3479 9 4Z)  

cyclo methico ne 5 (UNII: 0 THT5PCI0 R)  

cyclo methico ne 6  (UNII: XHK3U310 BA)  

so dium chlo ride  (UNII: 451W47IQ8 X)  

peg /ppg -18 /18  dimethico ne  (UNII: 9 H0 AO7T79 4)  

dimethico ne  (UNII: 9 2RU3N3Y1O)  

dia zo lidinyl urea  (UNII: H5RIZ3MPW4)  

methylpa ra ben  (UNII: A2I8 C7HI9 T)  

pro pylpa ra ben  (UNII: Z8 IX2SC1OH)  

hya luro na te  so dium  (UNII: YSE9 PPT4TH)  

tita nium dio xide  (UNII: 15FIX9 V2JP)  

ferric  o xide  yello w (UNII: EX438 O2MRT)  

ferro so ferric  o xide  (UNII: XM0 M8 7F357)  

ferric  o xide  red  (UNII: 1K0 9 F3G6 75)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:1478 3-20 3-14 1 in 1 BOX

1 NDC:1478 3-20 3-13 30  mL in 1 BOTTLE

2 NDC:1478 3-20 3-16 1 in 1 BOX

2 NDC:1478 3-20 3-15 3 mL in 1 TUBE

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

OTC MONOGRAPH NOT FINAL part352 12/16 /20 13

LBEL FILLING EFFECT FOUNDATION SPF 10   (MEDIUM 5) - BROWN 
octinoxate liquid

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:1478 3-20 4



Route  of Adminis tration TOPICAL

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

O ctino xa te  (UNII: 4Y5P7MUD51) (Octino xate  - UNII:4Y5P7MUD51) Octino xate 0 .0 7 g  in 1 mL

Inactive Ingredients
Ingredient Name Strength

wa ter (UNII: 0 59 QF0 KO0 R)  

cyclo methico ne  (UNII: NMQ3479 9 4Z)  

cyclo methico ne 5 (UNII: 0 THT5PCI0 R)  

cyclo methico ne 6  (UNII: XHK3U310 BA)  

so dium chlo ride  (UNII: 451W47IQ8 X)  

peg /ppg -18 /18  dimethico ne  (UNII: 9 H0 AO7T79 4)  

dimethico ne  (UNII: 9 2RU3N3Y1O)  

dia zo lidinyl urea  (UNII: H5RIZ3MPW4)  

methylpa ra ben  (UNII: A2I8 C7HI9 T)  

pro pylpa ra ben  (UNII: Z8 IX2SC1OH)  

hya luro na te  so dium  (UNII: YSE9 PPT4TH)  

tita nium dio xide  (UNII: 15FIX9 V2JP)  

ferric  o xide  yello w (UNII: EX438 O2MRT)  

ferro so ferric  o xide  (UNII: XM0 M8 7F357)  

ferric  o xide  red  (UNII: 1K0 9 F3G6 75)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:1478 3-20 4-18 1 in 1 BOX

1 NDC:1478 3-20 4-17 30  mL in 1 BOTTLE

2 NDC:1478 3-20 4-20 1 in 1 BOX

2 NDC:1478 3-20 4-19 3 mL in 1 TUBE

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

OTC MONOGRAPH NOT FINAL part352 12/16 /20 13

LBEL FILLING EFFECT FOUNDATION SPF 10   (MEDIUM 6) - BROWN 
octinoxate liquid

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:1478 3-20 5

Route  of Adminis tration TOPICAL



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

O ctino xa te  (UNII: 4Y5P7MUD51) (Octino xate  - UNII:4Y5P7MUD51) Octino xate 0 .0 7 g  in 1 mL

Inactive Ingredients
Ingredient Name Strength

wa ter (UNII: 0 59 QF0 KO0 R)  

cyclo methico ne  (UNII: NMQ3479 9 4Z)  

cyclo methico ne 5 (UNII: 0 THT5PCI0 R)  

cyclo methico ne 6  (UNII: XHK3U310 BA)  

so dium chlo ride  (UNII: 451W47IQ8 X)  

peg /ppg -18 /18  dimethico ne  (UNII: 9 H0 AO7T79 4)  

dimethico ne  (UNII: 9 2RU3N3Y1O)  

dia zo lidinyl urea  (UNII: H5RIZ3MPW4)  

methylpa ra ben  (UNII: A2I8 C7HI9 T)  

pro pylpa ra ben  (UNII: Z8 IX2SC1OH)  

hya luro na te  so dium  (UNII: YSE9 PPT4TH)  

tita nium dio xide  (UNII: 15FIX9 V2JP)  

ferric  o xide  yello w (UNII: EX438 O2MRT)  

ferro so ferric  o xide  (UNII: XM0 M8 7F357)  

ferric  o xide  red  (UNII: 1K0 9 F3G6 75)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:1478 3-20 5-22 1 in 1 BOX

1 NDC:1478 3-20 5-21 30  mL in 1 BOTTLE

2 NDC:1478 3-20 5-24 1 in 1 BOX

2 NDC:1478 3-20 5-23 3 mL in 1 TUBE

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

OTC MONOGRAPH NOT FINAL part352 12/16 /20 13

LBEL FILLING EFFECT FOUNDATION SPF 10   (MEDIUM 7) - BROWN 
octinoxate liquid

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:1478 3-20 6

Route  of Adminis tration TOPICAL



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

O ctino xa te  (UNII: 4Y5P7MUD51) (Octino xate  - UNII:4Y5P7MUD51) Octino xate 0 .0 7 g  in 1 mL

Inactive Ingredients
Ingredient Name Strength

wa ter (UNII: 0 59 QF0 KO0 R)  

cyclo methico ne  (UNII: NMQ3479 9 4Z)  

cyclo methico ne 5 (UNII: 0 THT5PCI0 R)  

cyclo methico ne 6  (UNII: XHK3U310 BA)  

so dium chlo ride  (UNII: 451W47IQ8 X)  

peg /ppg -18 /18  dimethico ne  (UNII: 9 H0 AO7T79 4)  

dimethico ne  (UNII: 9 2RU3N3Y1O)  

dia zo lidinyl urea  (UNII: H5RIZ3MPW4)  

methylpa ra ben  (UNII: A2I8 C7HI9 T)  

pro pylpa ra ben  (UNII: Z8 IX2SC1OH)  

hya luro na te  so dium  (UNII: YSE9 PPT4TH)  

tita nium dio xide  (UNII: 15FIX9 V2JP)  

ferric  o xide  yello w (UNII: EX438 O2MRT)  

ferro so ferric  o xide  (UNII: XM0 M8 7F357)  

ferric  o xide  red  (UNII: 1K0 9 F3G6 75)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:1478 3-20 6 -26 1 in 1 BOX

1 NDC:1478 3-20 6 -25 30  mL in 1 BOTTLE

2 NDC:1478 3-20 6 -28 1 in 1 BOX

2 NDC:1478 3-20 6 -27 3 mL in 1 TUBE

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

OTC MONOGRAPH NOT FINAL part352 12/16 /20 13

LBEL FILLING EFFECT FOUNDATION SPF 10   (OBSCURE 8) - BROWN 
octinoxate liquid

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:1478 3-20 7

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety



Ingredient Name Basis o f Strength Strength
O ctino xa te  (UNII: 4Y5P7MUD51) (Octino xate  - UNII:4Y5P7MUD51) Octino xate 0 .0 7 g  in 1 mL

Inactive Ingredients
Ingredient Name Strength

wa ter (UNII: 0 59 QF0 KO0 R)  

cyclo methico ne  (UNII: NMQ3479 9 4Z)  

cyclo methico ne 5 (UNII: 0 THT5PCI0 R)  

cyclo methico ne 6  (UNII: XHK3U310 BA)  

so dium chlo ride  (UNII: 451W47IQ8 X)  

peg /ppg -18 /18  dimethico ne  (UNII: 9 H0 AO7T79 4)  

dimethico ne  (UNII: 9 2RU3N3Y1O)  

dia zo lidinyl urea  (UNII: H5RIZ3MPW4)  

methylpa ra ben  (UNII: A2I8 C7HI9 T)  

pro pylpa ra ben  (UNII: Z8 IX2SC1OH)  

hya luro na te  so dium  (UNII: YSE9 PPT4TH)  

tita nium dio xide  (UNII: 15FIX9 V2JP)  

ferric  o xide  yello w (UNII: EX438 O2MRT)  

ferro so ferric  o xide  (UNII: XM0 M8 7F357)  

ferric  o xide  red  (UNII: 1K0 9 F3G6 75)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:1478 3-20 7-30 1 in 1 BOX

1 NDC:1478 3-20 7-29 30  mL in 1 BOTTLE

2 NDC:1478 3-20 7-32 1 in 1 BOX

2 NDC:1478 3-20 7-31 3 mL in 1 TUBE

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

OTC MONOGRAPH NOT FINAL part352 12/16 /20 13

LBEL FILLING EFFECT FOUNDATION SPF 10   (OBSCURE 9) - BROWN 
octinoxate liquid

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:1478 3-20 8

Route  of Adminis tration TOPICAL

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

O ctino xa te  (UNII: 4Y5P7MUD51) (Octino xate  - UNII:4Y5P7MUD51) Octino xate 0 .0 7 g  in 1 mL



Ventura International LTD

Inactive Ingredients
Ingredient Name Strength

wa ter (UNII: 0 59 QF0 KO0 R)  

cyclo methico ne  (UNII: NMQ3479 9 4Z)  

cyclo methico ne 5 (UNII: 0 THT5PCI0 R)  

cyclo methico ne 6  (UNII: XHK3U310 BA)  

so dium chlo ride  (UNII: 451W47IQ8 X)  

peg /ppg -18 /18  dimethico ne  (UNII: 9 H0 AO7T79 4)  

dimethico ne  (UNII: 9 2RU3N3Y1O)  

dia zo lidinyl urea  (UNII: H5RIZ3MPW4)  

methylpa ra ben  (UNII: A2I8 C7HI9 T)  

pro pylpa ra ben  (UNII: Z8 IX2SC1OH)  

hya luro na te  so dium  (UNII: YSE9 PPT4TH)  

tita nium dio xide  (UNII: 15FIX9 V2JP)  

ferric  o xide  yello w (UNII: EX438 O2MRT)  

ferro so ferric  o xide  (UNII: XM0 M8 7F357)  

ferric  o xide  red  (UNII: 1K0 9 F3G6 75)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:1478 3-20 8 -34 1 in 1 BOX

1 NDC:1478 3-20 8 -33 30  mL in 1 BOTTLE

2 NDC:1478 3-20 8 -36 1 in 1 BOX

2 NDC:1478 3-20 8 -35 3 mL in 1 TUBE

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

OTC MONOGRAPH NOT FINAL part352 12/16 /20 13

Labeler - Ventura International LT D (603192787)

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

Bel Star S.A.
(Co lo mbia) 8 8 0 16 0 19 7 MANUFACTURE(1478 3-20 0 , 1478 3-20 1, 1478 3-20 2, 1478 3-20 3, 1478 3-20 4, 1478 3-20 5,

1478 3-20 6 , 1478 3-20 7, 1478 3-20 8 )
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