LABO DE DERMAFIRM SUN DEFENSE FLUID- ethylhexyl methoxycinnamate, zinc oxide,
ethylhexyl salicylate, titanium dioxide liquid
Dermafirm INC.

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.

Drug Facts

ETHYLHEXYL METHOXYCINNAMATE, ZINC OXIDE, ETHYLHEXYL SALICYLATE,
TITANIUM DIOXIDE

Water, Glycerin, ETC
Sunscreen
keep out of reach of the children

0 After basic skin care, apply on entire face and neck.
0 Apply before sun exposure.
0 Apply oftento sun-sensitive areas

1. Do not use in the following cases(Eczema and scalp wounds)

2.Side Effects

1)Due to the use of this druf if rash, irritation, itching and symptopms of hypersnesitivity occur
dicontinue use and consult your phamacisr or doctor

3.General Precautions

DIf in contact with the eyes, wash out thoroughty with water If the symptoms are servere, seek medical
advice immediately

2)This product is for exeternal use only. Do not use for internal use

4.Storage and handling precautions

DIf possible, avoid direct sunlight and store in cool and area of low humidity

2)In order to maintain the quality of the product and avoid misuse

3)Avoid placing the product near fire and store out inreach of children

for external use only
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[ Capacity 1 50g

[Ingredients ] Water, Cycl-
opentasiloxane, Cyclohexa-
siloxane, Ethylhexyl Meth-
oxycinnamate, Zinc Oxide,
Ethylhexyl Salicylate, Butyl-
ene Glycol, Titanium Dioxi-
de, Glycerin, Hydrogenated
Polydecene, Polymethylsil-
sesquioxane, Isononyl Iso-
nonanoate, Methyl Metha-
crylate Crosspolymer, Cycl-
omethicone, PEG-10 Dime-
thicone, Caprylyl Methico-
ne, Bis-Isobutyl PEG/PPG-
10/7/Dimethicone Copoly-
mer, Methyl Gluceth-20, Al-
oe Barbadensis Leaf Juice,
Sodium Hyaluronate, Port-
ulaca Oleracea Extract, Dex-
trin Palmitate, Polyhydrox-
ystearic Acid, Sodium Chlo-
ride, Hydrolyzed Collagen,
Caprylyl Glycol, Dimethico-
ne/Vinyl Dimethicone Cro-
sspolymer, Disteardimoni-
um Hectorite, Biosacchari-
de Gum-1, Biosaccharide
Gum-4, Tocopheryl Acetate,
Ethylhexylglycerin, Bisabol-
ol, Sodium Guaiazulene Su-
Ifonate, PEG-8, PEG-8/SMDI
Copolymer, Hydrogen Dim-
ethicone, Aluminum Hydro-
xide, Stearic Acid, Fragrance

LABO®E DERMAFIRM+

This special fluide was developed for children and your

sensitive skin to protect from UVA/UVB.

[ Precautions ]

1.Ifyou experience any of the
following, do not use this pro-
duct. If your symptoms conti-
nue to worsen, consult your
dermatologist. A) Formation
of red spots, swelling, itching,
oriritation. B) The symptoms
above occurdue todirect sun-
light. 2. Do not use this prod-
ucton areas of wounds, ecze-
ma, and dermatitis. 3. Storage
and Handling Precautions. A)
Close after using. B) Keep out
of the reach of children. C) Do
not store in areas of high or
low temperature or in direct

sunlight.
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LABO®™ DERMAFIRM+

This special fluid contains a number
of natural active ingredients for pro-
tecting skin. It was developed for
children and your sensitive skin.

[Touse]

After your basic care routine, take a
suitable amount and apply it on the
parts of body that are easily exposed
to UV rays such as face and neck.
Please be sure to use after shaking.

[Manufacturer] DERMAFIRM Inc.
302 Galmachi-ro Lot A-206,
Jungwon-gu, Seongnam-si,
Gyeonggi-do, 5.Korea

(822) 545 6363

Advanced Medical Cosmetology
DERMAFIRM Inc.
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LABO DE DERMAFIRM SUN DEFENSE FLUID

ethylhexyl methoxycinnamate, zinc oxide, ethylhexyl salicylate, titanium dioxide liquid

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ZINC O XIDE (UNIL: SOR2LOHS54Z) (ZINC OXIDE - UNI:SORLOH54Z)
OCTISALATE (UNIL: 4X49Y0596W) (OCTISALATE - UNIL4X49 Y0596 W)
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP) (TITANIUM DIOXIDE - UNIL:15FIX9 V2JP)
OCTINO XATE (UNII: 4Y5P7MUD51) (OCTINOXATE - UNIL4Y5P7MUD51)

Item Code (Source)

Basis of Strength
ZINC OXIDE
OCTISALATE
TITANIUM DIO XIDE
OCTINOXATE

NDC:71638-0012

Strength
5.52 g in100 g
5g in100 g
4.15¢g in 100 g
7.5g in100 g




Inactive Ingredients

Ingredient Name Strength
WATER (UNIL: 059QF0KOO0R)
GLYCERIN (UNIl: PDC6A3C00X)
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:71638-0012-1 50 gin 1 BOTTLE; Type 0: Not a Combination Product 04/01/2018

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 04/01/2018

Labeler - Dermafirm INC. (690171603)

Registrant - Dermafirm INC. (690171603)

Establishment
Name Address ID/FEI Business Operations
Dermafirm INC. 690171603 label(71638-0012) , pack(71638-0012) , manufacture(71638-0012)

Revised: 5/2018 Dermafirm INC.



	Drug Facts

