LUXURY REVITALIZING MOISTURIZING CREAM- glycerin, dimethicone cream

Casmara Cosmetics, SA

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.

LUXURY REVITALIZING MOISTURIZING CREAM

ACTIVE INGREDIENTS PURPOSE
Glycerin 5%.....c.ccceeuvennee.
Dimethicone 4.2%............ Skin Protectant
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50 ml. 1.7 fl.oz.

USES
. helps to prevent dehydration of the skin
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. helps maintain the hydrolipidic layer of the skin

DIRECTIONS

. apply every day gently onto clean face and neck

. can be used in the morning and/or night.
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Drug Facis

Active ngredient  Furpose
YR B Sin potectant
Cimsthicone 4 2% .............. Skin proEctant
Uses

+ helpe to prewen tdsh ydration of the skin.
- helpe main&in he hydolipidic laysr of the skin.

Warnings
For sxternd uss onl y

Do niot use on damaged or broken =kin.

When using this prodoct kespoutofswss. Finzs wih watsr © remos .

Stop use and ask adoctor if razh occurs.

besp oot of reach of children.

When uaing this prodoct do not get into &wes.

Children under G montha: ask adoctor.

Directions
- apply swsny day gen by ono clean fase and neck .
- can be uged in the morning andior nigh t.

Other Information
- kespthe roductina cool and dry Hace.

Inactive Ingredients’ Wasr, ropylens glyed, butiens ghyeal
dicapratsid capra®e, ammmonium acndodd methwitaura s fep copol vmsr,
camalia japonica seed oil, betaineg, fhenoxwethanol, dim ethicons croas polymesr,
oat rotsin sxtract, agoorbic acidioran ge feitus limon fitus aurantfolia
polypeptidss, tocopheroliwheat polvpepides, fragran ce, ety hexig weern,
tetrazodum gutamate diacetats, limonsns, reiny palmitatsizamot polyvps pide,
t-butyd alechal, BHT, linalool, calzium sulfats, magn ssium sulfts, coppar sul fts
potazzium sulfate, zinc sulfate, mangansss sul fats, Bric sulfats.

Question s oF cotmiments?
- 24081 501 000 ki F 9:00 am to 500
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Cad. A13001Y



DIRECTIONS
. apply every day gently onto clean face and neck

. can be used in the morning and/or night.

WARNINGS

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.

When using this product do not get into eyes.

Children under 6 months: ask a doctor

WARNINGS

Children under 6 months: ask a doctor

WARNINGS

Keep out of reach of children

OTHER INFORMATION
keep the product ina cool and dry place.

INACTIVE INGREDIENTS

water, propylene glycol, butylene glycol dicaprate, ammonium acryloyldimethyltaurate/VP Copolymer,
camellia japonica seed oil, betaine, phenoxyethanol, dimethicone crosspolymer, hydrolyzed wheat
protein, ascorbic acid, alpha- tocopherol, perflunafene, ethylhexylglycerin, tetrasodium glutamate
diacetate, limonene, Vitamina A Palmitate, tert-butyl alcohol, butylated hydroxyloluene, linaool, calcium
sulfate, magnesium sulfate, copper sulfate, potassium sulfate, zinc sulfate, manganese sulfate, ferric
sulfate



REFERENCIA: AMA13001CR
STAMPING: API_PANAMA COPPER 5287
PANTONE METALIZADO: 8043C

NORMAL, MIXED SKIN

Even the most sensitive.

MOlSTURIZING REVITALIZING CREAM
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PEAU NORMALE ET MIXTE.
Méme les plus sensibles.

CREME HYDRATANTE REVITALISANTE
conlenant : V‘TAZ‘VM‘QV ACE COMPLEX

Drug Facts

Active ingredients Purpose

Dimethicone: Skin protectant
BeautyPlan

Uses
helps to prevent dehydration of the skin
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visage que sur le elfoyés.

PIEL NORMAL Y MIXTA. Warnings

Incluso las mds sensibles. For external uss only.

Vitaminas y Minerales Do not use on damaged or broken skin [ ]

When usingthis product keep out of

Rinse with water to re

quury Stop use and ask a doctor if 5
Keep out of reach of children.

REVITALIZING MOISTURIZING CREAM When usingthis product do not get into eyes.

Children under 6 months: ask a doctor.
CREME REVITALISANTE HYDRATANTE

Directions
apply every day

My onto dlean face andneck. | o

can be used in the morning andfor night

Other information
keepthe product in a cool and dry place.
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QUESTIONS OR COMMENTS?
+34 961 501 999 M-F 9:00 amto 5:00 pm
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Drug Facis

Active Ingredient  Purpose
EHycenn 5% Fin potectant
Cimsthicons 42% ... Skin proEctant
Uses

- helpe to prewsntdsh ydration of the zkin.
- helpe main&in hie hydolipidic laysr of the zkin.

Warnings
For suterna uss onl y

Do miot uss on darmagesd or Broken zkin .

When using this product kespoutofewss. Rines wih watsr © removs.

Stop use and ask a doctor if razh occurs.

kossp out of reach of children.

When using this product do not get into &wes.

Children under 6 months: ask a doctor.

Directions
- apply swery day gen iy ono clean face and neck .
- can bs uasd in the morning anddor night.

Other Information
+keepthe podustina cool and dry Hace.

Inactive Ingredients Watsr, ropylens glyed, butylene ghyeol
dicaprateid caprate, ammonium acndoyld meth witaura s fvp copol ymer,
camslia japonica geed oil, betaine, fhenoxyethanol, dm ethicons croaz polymer,
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polypeptides, tocopheroliwheat polypepides, fragran ce, ety hexyg weern,
tetrazodum gutarnate diacetate, imonene, reinyd palmitateicamot pod wps pids,
tbutyd alechol, BHT, linalool, caleium sulfats, magn esium sulfate, coppar sul fats
potazzium sulfate, zinc sulfate, manganese sul fate, Bric sulfats.

Questions or comments ?
- +34061 501 939 h F 9:00 ar ta 500 o
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Cod. A1300TY

LUXURY REVITALIZING MOISTURIZING CREAM

glycerin, dimethicone cream

Product Information
Product Type

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

HUMAN OTC DRUG

GLYCERIN (UNII: PDC6A3C00X) (GLYCERIN - UNI:PDC6A3C00X)

DIMETHICONE (UNIL: 92RU3N3Y10) (DIMETHICONE - UNII:92RU3N3Y10)

Inactive Ingredients

Item Code (Source) NDC:20151-081

Basis of Strength Strength
GLYCERIN 5mg in 1mL
DIMETHICONE 4.2 mg in 1mL



Ingredient Name
AMMO NIUM ACRYLO YLDIMETHYLTAURATE/VP COPOLYMER (UNI: W59H9296ZG)

PHENO XYETHANOL (UNII: HIE492Z73T)
ETHYLHEXYLGLYCERIN (UNIL: 147D247K3P)

TETRASODIUM GLUTAMATE DIACETATE (UNIL: 5SEHL50 4MY)

WATER (UNIL: 059QF0KOOR)

Strength
1417 mg in 1 mL
0.9 mg in 1mL
0.1mg in 1 mL
0.094 mg in 1 mL
79.74 mg in 1 mL

HYDROLYZED WHEAT PROTEIN (ENZYMATIC, 3000 MW) (UNIL: J2S07SBOYL) 0.5mg in 1mL
DIPROPYLENE GLYCOL (UNII: EI07L85C40) 2.5mg in 1 mL
BUTYLENE GLYCOL DICAPRATE (UNII: 3Z317CA098) 2mg in 1 mL
BETAINE (UNI: 3SCV180C9W) 1mg in 1mL
DIMETHICO NE/DIENE DIMETHICO NE CRO SSPOLYMER (UNIL: RSA9156 10K) 0.8 mg in 1mL

ASCORBIC ACID (UNI: PQ6 CK8PDOR)

MAGNESIUM SULFATE (UNI: DE08037SAB)
CAMELLIA JAPONICA SEED OIL (UNI: U37N0S910T)
PERFLUNAFENE (UNTE: 54A06 VV62N)

LIMO NENE, (+)- (UNI: GFD7C86 Q1W)

TERT-BUTYL ALCOHOL (UNI: MD83SFE959)
BUTYLATED HYDRO XYTOLUENE (UNIE: 1P9D0 Z171K)
LINALOOL, (+)- (UNI: FAVNO44C09)

CALCIUM SULFATE (UNI: WATODDB505)

BASIC COPPER SULFATE (UNI: CUP529 P5NS)
POTASSIUM SULFATE (UNII: 1K573LC5TV)

ZINC SULFATE (UNI: 89DS0HI6TB)

MANGANESE SULFATE (UNI: WO0LYS4T26)

FERRIC SULFATE (UNII: 3HWS 7HF5XD)

VITAMIN A PALMITATE (UNIE: 1D1IKONOVVC)
.ALPHA.-TO COPHEROL (UNI: H4N855PNZ1)

Packaging
# Item Code
1 NDC:20151-081-02 1in 1 CARTON

Package Description

0.33 mg in 1 mL
0.00065 mg in 1 mL
1mg in 1mL
0.1mg in 1mL
0.03 mg in 1 mL
0.03 mg in 1 mL
0.01mg in 1 mL
0.006 mg in 1 mL
0.003 mg in 1 mL
0.0005 mg in 1 mL
0.00025 mg in 1 mL
0.00017 mg in 1 mL
0.0001 mg in 1 mL
0.00005 mg in 1 mL
0.031 mg in 1 mL
0.134 mg in 1 mL

Marketing Start Date Marketing End Date
02/21/2017

1 NDC:20151-081-01 50 mL in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information

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

OTC monograph final part347

Labeler - casmara Cosmetics, SA (464973544)
Registrant - Casmara Cosmetics, SA (464973544)

Establishment

Name Address

Casmara Cosmetics, SA

02/21/2017

ID/FEI Business Operations

464973544 manufacture(20151-081)



Revised: 2/2017 Casmara Cosmetics, SA
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