VITALIZING ENERGIZING SERUM- 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.

Vitalizing Energizing Serum

For external use only.

Do not use on damaged or broken skin.

When using this product keep our of the eyes. Rinse with water to remove.
Stop use and ask a doctor if rash occurs.

Keep out of reach of children.

Whhen using this product do not get into eyes.

Children under 6 months: as a doctor.

Stop use and ask a doctor if rash occurs

Children under 6 months: ask a doctor

. keep out of reach of children

Questions or Comments ?
Questions or comments? + 34 961 501 099 M-F 9:00 amto 5:00 pm

. keep the productina cool and dry place

Directions

. apply every day gently onto clean face and neck until the product has been absorbed
. can be used in the morning and/or night

. apply every day gently onto clean dace and neck until the product has been absorbed

. can be used in the morning and/or night

Uses
. provides anintense dose of hydration and energy

water, avocado oil, cyclopentasiloxane, glycerin, squalane, steareth-21, PEG-8 distearate, steareth-2,
phenoxyethanol, avena sativa (oat) kernel extract, craeline, carbomer, triethanolamine, perfume,
ethylhexylglycerin, limonene, ubiquinone, tetrasodium glutamate diacetate, citric acid, sodium citrate,
soluble collagen, sodium hyaluronte, linalool, sodium benzoate, citral, ascorbyl palmitate

e provides anintense dose of hydration and energy

Active Ingredients
Glycerin 3.00%......ccccceeeeuveeennen. Skin Protectant
Dimethicone 0.4%......ccccccveeuuennne Skin Protectant



Vitalizing

Drug Facts

Active ingredients
Glycerin 3%
Dimethicone 04 %

Purpose
Skin protectant
Skin protectant

Uses
 Provides an intense dose of hycration and
energy.

Warnings

For external use only.

Do not use on damaged or broken skin

When using this product keep UL of yes
Rinse with water to remove

Stop uss and ask a doctor i rash ccours
Keep out of reach of children.

When using this product do not get into eyes.

Children under 6 months: ask a doctor.

Directions

- apply to dlean facs and neck untilthe procict ha
been absorbed

 can be used in the morning ander night

Other information
+ keepthe product in a cool and dry place:

Inactive ingredients

water, avocado dil, cyclopentasioxane, squalane,
steareth-21, PEG-8 distearate, teareth-2,
phenoxyethand, oat kernel extract, creatine,
carbomer, triethanolamine, fragrance,
ethylhexylglycerin, limonene, ubiquinane,
tetrasodium olutamate diacetate, ciric acid,
sodium citrate, soluble collagen, sodium
hyaluronate, linalool, sodum benzoate, ditral,
ascorbyl palmitate.

Questions or comments?
434 961 501 999 M-F 9.00am to 5:00 prm

Energizing Serum
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VITALIZING ENERGIZING SERUM

glycerin, dimethicone cream

Product Information
Product Type

Route of Administration

Active Ingredient/Active Moiety

Ingredient Name
DIMETHICONE (UNI: 92RU3N3Y10) (DIMETHICONE - UNI:92RU3N3Y10)

TOPICAL

HUMAN OTC DRUG

~PCL IMD. FUEMTE DEL JARRC - 46988 PATERMA - [WALEMNCLA] SPAIN

+ Fabr. n® DO6R0CS
whvewe, COBMMIGrA, com . casmaral@onsmara. es - LAADE [N SPAIM [EU]

TEL. [+34) a1 507 299

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

Inactive Ingredients

Drug Facis

Active Ingredient  Purpose
EHycern 3% ... . Skin potectant
Dimsthicone 04 % ... Skin protectnt

Uzes
* Provides an inense doge of hydration and snengy.

Warnings
For sxterna uss onl i

Do miot uas on daraged or Broken skin .

When uaing this product kesp outofsyss. Rnzs wih watsr D remcrs.

Stop use and ask a doctor if razh ocours.

kesp out of reach of children.

When using this product do not get into &wes.

Children under Emontha: a2k a doctor.

Directions
+appy to clean faces and neck until the poduct haz been abeorbed.
+ can be uzed in the morning andfor nigh t.

Dther Information
‘keepthe oductina cool anddry Hace.

Inactive ingredients

watsr, avocads ol cyclopentazilozans, squalans, steareth-21, PEG 2
dizgtearat, stearsth-2, phenoxyethand , oat kernel extract creatins, car bomsr,
tiethanclamine, Tagrance, shwhsmdghsring limonsne, ubiquinon s,
tetrazodum g utarnats diasetats, cimic acid, sodium citrate, ol He collagsn,
zodum hyaluronak, linalod, sodium benzoate, citral, 2acorbd palmitate.

Question s or cotmiments ?
- 34051 501 990 h-F 9:00 am to 500 g

Cod. A1710GY

PElzon

Item Code (Source) NDC:20151-087

Basis of Strength
DIMETHICONE
GLYCERIN

Strength
0.4 mg in 1mL
3mg in 1 mL




Ingredient Name
SODIUM BENZOATE (UNII: OJ245FE5EU)
SQUALANE (UNII: GW89575KF9)
AVOCADO OIL (UNI: 6 VNO72PFC1)
STEARETH-21 (UNI: 53J3F32P58)
PEG-8 DISTEARATE (UNIL: 7JNC8 VN0 7M)
ASCORBYL PALMITATE (UNI: QN83US2BON)
SODIUM CITRATE (UNI: 1Q73Q2JULR)
HYALURONATE SODIUM (UNII: YSE9 PPT4TH)
CYCLOMETHICONE 5 (UNI: 0THT5PCIOR)
ETHYLHEXYLGLYCERIN (UNIL: 147D247K3P)
WATER (UNIL: 059 QFOKOOR)
PHENO XYETHANOL (UNII: HIE492Z773T)
TETRASODIUM GLUTAMATE DIACETATE (UNIL: 5SEHL50 4MY)
UBIQUINOL (UNI: MONLOC577Y)
PERFLUNAFENE (UNII: 54A06 VV62N)
STEARETH-2 (UNI: V56 DFE46J5)
TROLAMINE (UNII: 903K93S3TK)
CREATINE (UNII: MU728 12GKO0)
CITRIC ACID MONOHYDRATE (UNII: 296 8 PHW8 QP)
CARBOXYPOLYMETHYLENE (UNIL: 0 A5MM307FC)
CITRAL (UNII: T7EU0O9 VPP)
LINALOOL, (+)- (UNI: FAVNO44C09)
OAT KERNEL OIL (UNIL: 3UVP41R77R)
COLLAGEN, SOLUBLE, FISH SKIN (UNII: 8JC99XGU4W)
LIMO NENE, (+)- (UNI: GFD7C86Q1W)

Packaging

# Item Code Package Description

1 5?020151'087' 1in 1 BOTTLE, DISPENSING

1 NDC:20151-087-
01 Product

Marketing Information

Marketing Category

OTC monograph final part347

Labeler - casmara Cosmetics, SA (464973544)

Registrant - Casmara Cosmetics, SA (464973544)

Application Number or Monograph Citation

Establishment
Name Address ID/FEI
Casmara Cosmetics, SA 464973544

Marketing Start
Date

02/23/2017

50 mL in 1 BOTTLE, DISPENSING; Type 0: Not a Combination

Marketing Start Date

12/03/2016

Strength
0.0125 mg in 1 mL
2mg in 1mL
3mg in 1 mL
2mg in 1 mL
1.5 mg in 1 mL
0.0012 mg in 1 mL
0.0275 mg in 1 mL
0.02 mg in 1mL
3mg in 1mL
0.111 mg in 1 mL
80.06851 mg in 1 mL
0.94 mg in 1 mL
0.094 mg in 1 mL
0.1mg in 1mL
0.3 mg in 1 mL
1.5 mg in 1 mL
0.3 mg in 1 mL
0.5mg in 1mL
0.045 mg in 1 mL
0.4 mg in 1 mL
0.00147 mg in 1 mL
0.0198 mg in 1 mL
0.525 mg in 1 mL
0.025 mg in 1 mL
0.10497 mg in 1 mL

Business Operations

manufacture(20151-087)

Marketing End
Date

Marketing End Date



Revised: 2/2017 Casmara Cosmetics, SA
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