LYCORIS RUBUS WHITENING FLUID- allantoin cream
Lycoris Co., Ltd.

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.

ACTIVE INGREDIENT
Active Ingredient: Allantoin 0.5%

INACTIVE INGREDIENT

Inactive Ingredients: Water, Butylene Glycol, Alcohol Denat., Glycerin, Arbutin, Sodium Hyaluronate,
Rubus Hirsutus Fruit/Leaf Extract(1%), Betaine, PEG/PPG-17/6 Copolymer, Phenoxyethanol, PEG-60
Hydrogenated Castor Oil, Bis-PEG-18MethylEtherDimethylSilane, Trehalose, Methylparaben,
Carbomer, Allantoin, Camellia Japonica Ovary Powder, Potassium Hydroxide, Xanthan Gum, Glyceryl
Acrylate/Acrylic Acid Copolymer, Sodium Metabisulfite, Disodium EDTA, Caramel, Eucalyptus
Globulus Leaf Oil, Rosmarinus Officinalis (Rosemary) Leaf Oil, Lavandula Angustifolia (Lavender)
Oil, Propylene Glycol

PURPOSE

Purpose: Skin Protectant

WARNINGS

Warnings: 1. In case of having following symptoms after using this, you're advised to stop using it
immediately. If you keep using it, the symptoms will get worse and need to consult a dermatologist. 1) In
case of having problem such as red rash, swollenness, itching, stimulation during usage. 2) In case of
having the same symptoms above on the part you put this product on by direct sunlight. 2. You are
banned to use it on the part where you have a scar, eczema, or dermatitis. 3. In the case of getting it into
your eyes, you have to wash it immediately.

KEEP OUT OF REACH OF CHILDREN

Keep out of reach of babies and children

INDICATIONS AND USAGE

Indications and usage: 1. Tighten the lid after using it. 2. Don't keep it in the place where the temperature
is extremely hot or low and exposed to the direct sunlight. 3. Use it in the evening after washing face.

DOSAGE AND ADMINISTRATION

Dosage and administration: Apply after washing face. Take a small amount of fluid about 1.0-1.5g on to
the fingertips and gently massage over the entire face.(cheeks, nostrils, corners, forehead, and the
around of eyes, even your hands) Blot face lightly with tissue, and may sleep without washing it.

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL



[Warnings]

1. In case of having following symptoms
after using this, you're advised to stop
using it immediately. If you keep using it,
the symptoms will get worse and need
to consult a dermatologist. 1) In case of
having problem such as red rash,
swollenness, itching, stimulation during
usage. 2) In case of having the same
symptoms above on the part you put this
product on by direct sunlight. 2. You are
banned to use it on the part where you
have a scar, eczema, or dermatitis. 3. In
the case of getting it into your eyes, you
have to wash it immediately.

[Dosage & Administration]

Apply after washing face, Take a small
amount of fluid about 1.0-1.5g on to the
fingertips and gently massage over the
entire face.(cheeks, nostrils, corners,
forehead, and the around of eyes, even
your hands) Blot face lightly with tissue,
and may sleep without washing it.
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Lycoris
Rubus Whitening Fluid

The fruit extract of Rubus Hirsutus (Ros-
aceae) in clean Jeju Island form a delic-
ate skin moisture balance by forming a
coating without stickiness makes it refr-
eshing. The extracts of Rubus Hirsutus
fruit/leaf have ellagic acid, vitamins A, C
components. Thus, the Rubus whitening
fluid is made of crystal clear skin

[Patent]

Fruit extract of Rubus hirsutus Thunb.
having skin whitening activity containing
ellagic acid

(N0.10-0935329)

[How to use]

After you clean your face and put a thin
layer on the face relieving moderate tap
absorbed

[Active Ingredients] Allantoin 0.5%

[Inactive Ingredients] water, Butylene
Glycol, Alcohol Denat., Glycerin, Arbutin,
Sodium Hyaluronate, Rubus Hirsutus
Fruit/Leaf Extract(1%), Betaine, PEG/P-
PG-17/6 Copolymer, Phanoxyethanol, PEG-60
Hydrogenated Castor Oil, Bis-PEG-18Methy-
|IEtherDimethylSilane, Trehalose, Methy-
lparaben, Carbomer, Allantoin, Camellia
Japonica Ovary Powder, Potassium Hydroxide,
Xanthan Gum, Glyceryl Acrylate/Acrylic Acid
Copolymer, Sodium Metabisulfite, Disodium
EDTA, Caramel, Eucalyptus Globulus Leaf Oil,
Rosmarinus Officinalis (Rosemary) Leaf Oil,
Lavandula Angustifolia (Lavender) Oil, Propy-
lene Glycol

Fluid )»( Cream )» r"""é?';.';,.’,';'g]

2|22|A
SEASI0|EY S20|=
Lycoris Rubus Whitening Fluid
for healthy skin
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[Purpose] skin Protectant
[Vol.] 135mi

[Keep out of reach of children]
Keep out of reach of babies and children

[Indications & Usage]
1. Tighten the lid after using it.
2. Don't keep it in the place where the
temperature is extremely hot or
low and exposed to the direct sunlight.
3. Use it in the evening after washing face.

[Lycoris, Co., Ltd.] 92 Yeonbuk-ro,
Jeju-si, Jeju-do
MADE IN KOREA
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LYCORIS RUBUS WHITENING FLUID

allantoin cream

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
Allantoin (UNIL: 344S277G0Z) (ALLANTOIN - UNIL:344S277G0Z)

Inactive Ingredients

Ingredient Name
Water (UNI: 059QF0KOOR)
Butylene Glycol (UNI: 3XUS85K0RA)

Packaging
# Item Code Package Description
1 NDC:60778-040-01 135 mL in 1 CARTON

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph final part347

Labeler - Lycoris Co., Ltd. (688301521)

Registrant - Lycoris Co., Ltd. (688301521)

Item Code (Source)

Marketing Start Date

Establishment
Name Address ID/FEI
Lycoris Co., Ltd. 688301521

Revised: 10/2013

Basis of Strength

Allantoin

Marketing Start Date
09/01/2013

NDC:60778-040

Strength
0.67 mg in 135 mL

Strength

Marketing End Date

Marketing End Date

Business Operations

manufacture(60778-040)

Lycoris Co., Ltd.
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