LA ROCHE POSAY LABORATOIRE DERMATOLOGIQUE CICAPLAST DEFENSE B5
SKIN PROTECTANT- glycerin gel
L'Oreal USA Products Inc

Drug Facts

Active ingredient
Glycerin 21%

Purpose

Skin protectant

Uses
e temporarily protects and helps relieve chapped or cracked skin

Warnings

For external use only

Do not use

e on deep or puncture wounds
e animal bites

e serious burns

When using this product

do not get into eyes

Stop use and ask a doctor if
e condition worsens
e symptoms last more than 7 days or clear up and occur again within a few days

Keep out of reach of children.

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

Directions
e apply as needed

Other information



@ store at room temperature

Inactive ingredients

water, dimethicone, panthenol, pentylene glycol, c30-45 alkyl dimethicone, polybutene,
sodium citrate, PEG/PPG-18/18 dimethicone, citric acid, dimethiconol, polysorbate 20,
madecassoside, caprylyl glycol, sodium hyaluronate, zinc gluconate, copper gluconate,
manganese gluconate, tocopherol

Questions or comments?
1-888-LRP-LABO 1-888-577-5226
Monday - Friday (9 a.m. - 5 p.m. EST)
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Helps relieve chapped or
cracked skin. Suitable for
children to adults,

PROPERTIES.
Cicaplast Defense Gel BS
i= a gel skin protectant

or cracked skin.
Formulated with 21%
Glycerin, 5% Panthenol,
Madecassoside, a unigue

+ Zinc + Manganese],

" IHyaluronic Acid, and La

Roche-Posay Thermal
Spring Water, this
protective gel also

“lcomforts and soothes

skin.
Tested post-procedure:
post-stitches and

post-laser.

ARESULTS.

Sensitive skin feels
zoothed. Skin comfort
and hydration feels
restored,

DERMATOLOGIST
TESTED FOR SAFETY.
Steroid-free,

Slantibiotic-free,

Fragrance-free.
Faraben-free.
Lanolin-free.

Abllergy tested,
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FSC
Mix

Packaging
FEC™ 095159
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+ deep puncture wounds
+ anirmal hites
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| Stop use and ask a doctor if
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+ symptorrs last rare than 7 days or
tlear up and oceur againwithin a few
days

Keep out of reach of children.

N sweallowed, get medical help or contact a

Poison Contral Center right awey.
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Directions
+ apply as needed
+ children under B ronths: ask a doctor

Other information

A+ store at roomterrperature

VInactive ingredients

water, dimethicane, panthenal, pentylene
giveol, C30-45 alkyl dirmethicong,
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dimethicone, citric acid, dimethiconcal,
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ghveol, sodiumn hyaluronate, zine gliconate,
eapper glucanate, manganese gluconate,
tocopheral
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DEFENSE B5 SKIN PROTECTANT

glycerin gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:49967-586

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
GLYCERIN (UNII: PDC6A3C00X) (GLYCERIN - UNII:PDC6A3COOX) GLYCERIN 10 mg in 1 mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNIl: 059QF0KOOR)
DIMETHICONE (UNII: 92RU3N3Y10)
PANTHENOL (UNII: WW9CM0067Z)
PENTYLENE GLYCOL (UNIl: 50C1307PZG)
C30-45 ALKYL METHICONE (UNII: NFX970DSI2)
POLYBUTENE (1400 MW) (UNIIl: INASAO9GH?7)
SODIUM CITRATE (UNII: 1Q73Q2JULR)
PEG/PPG-18/18 DIMETHICONE (UNII: 9HOAO7T794)
CITRIC ACID MONOHYDRATE (UNIl: 2968PHWBQP)
DIMETHICONOL (2000 CST) (UNIl: T74012AN6Y)
POLYSORBATE 20 (UNIl: 7T1F30V5YH)
MADECASSOSIDE (UNIl: CQ2F506YIY)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
HYALURONATE SODIUM (UNIl: YSE9PPT4TH)
ZINC GLUCONATE (UNIl: UBWSN55Q1Z)
COPPER GLUCONATE (UNII: RV823G6G67)
MANGANESE GLUCONATE (UNII: 9YY2F980SV)
TOCOPHEROL (UNII: ROZB2556P8)

Packaging
# Item Code Package Description ARG, G i) (6
Date Date
1 S?C:49967‘586‘ 1in 1 CARTON 01/01/2023
1 40 mL in 1 TUBE; Type 0: Not a Combination
Product
2 QZDC:49967'586' 1in 1 CARTON 01/01/2023
2 3 mLin 1 TUBE; Type 0: Not a Combination

Product



Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO016

Labeler - L'oreal USA Products Inc (002136794)

Marketing Start Marketing End
Date Date

01/01/2023

Establishment
Name Address ID/FEI Business Operations
Cosmetique Active Production 282658798 manufacture(49967-586) , pack(49967-586)

Revised: 12/2023

L'Oreal USA Products Inc
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