AMINO EX HAIR TONIC 500ML- salicylic acid liquid
Kwang Duk Sin Yak 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.

Salicylic acid 0.25%

Betula Platyphylla Japonica Bark/Biota Orientalis Leaf/Camellia Sinensis
Leaf/EcliptaProstrata/Houttuynia Cordata/Lonicera Caprifolium (Honeysuckle)/Luffa Cylindrica
Fruit‘MorusAlba Fruit/Morus Alba Bark/Morus Alba Leaf/Phellodendron Amurense
Bark/PortulacaOleracea/Salvia Miltiorrhiza Root/Sophora Flavescens Extract, Angelica
Gigas/Boswellia Serrata/Carthamus Tinctorius (Safflower) Flower/Citrus UnshiuPeel/Cnidium
Officinale Rhizome/Commiphora Myrrha Resin/Perilla Frutescens Leaf/PolygonumMultiflorum Root
Extract, Glycyrrhiza Uralensis (Licorice) Root/Lespedeza Bicolor Bark/Thuja Orientalis
Seed/ViscumAlbum (Mistletoe) Extract, Alcohol, Biotite, Glycerin, Polysorbate 80, PEG-60
Hydrogenated Castor Oil, Citric Acid, Sodium Benzoate, L-Menthol, Salicylic Acid, Dimethyl Sulfone,
Arginine, Dexpanthenol, Sulfur, Disodium EDTA

helps prevent recurrence of flaking and itching associated with dandruff on scalp

e For external use only

e Seekmedical attention if rash, inflammation, itchiness or other symptoms appear during use of the
product or after exposure to direct sunlight.

¢ Do notuse onopen wounds

e Storage and handling precaution

—_

Keep out of reach of children
Store away fromdirect sunlight

N

Do not use on children under 3 years of age.

Rinse your eyes with water if they are exposed to the product.

Those who have had allergic symptoms should consult a doctor and pharmacist before use.

Those who are hypersensitive to salicylic acid or have diabetes, blood circulation disorders,
kidney failure, infection, redness, etc., and who are on their period, are pregnant or may be pregnant
should not use it because the current symptoms are likely to worsen after use, such as
hypersensitive skin or body or an abnormal skin reaction (edema, inflammation, etc.).

KEEP OUT OF REACH OF CHILDREN

For external use only

Shake the product thoroughly before use, apply an appropriate amount evenly on the scalp, and rub it
with your fingers to absorb it as if massaging.
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HERBAL EXTRACTS

DAILY HEALTHY SCALP CARE
FROM THE VITALITY OF NATURE
ALLEVATION OF HAIR LOSS, NOURISHING SCALP & ROOT

OHll: EXIDEY

AMIND EX CONTAINS 26 HERBAL EXTRACTS FROM
MNATURE TO MAKE THE SCALP AND HAIR ROOT HEALTHY.
IT IS EFFECTIVE FOR ALLEVIATION OF HAIR LOSS BY
CONTAINING L-MENTHOL, SALICYLIC ACID AND
DEXPANTHENOL.

INTENSIVE SCALP CARE
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Drug Facts

Active ingredients Purpose
Salicylic acd 025% Anti dancinsff
Uses

helps pravent recurence of flaking and itching
associated with dandruff on scalp

Warnings

1. For external use only

2. Seek medical anenton if rash, inflammation, fichiness
corother symptoms appezrduning use of the productor
after exposure o drect sunbght.

3. Do not use on open wounds

4. Storags and handling precaution
1) Keep out of reach of childeen
2) Stor away from direct suniight

5. Do not use on children under 3 years of age.

6. Rinzs your eyes with water ff they are exposed o
the product.

7. Thosewho hawve had allergic symptoms should consut
adoctor and pharmacist befose use

B. Those who are hypersensitive to salicylic acid or
have diabetes, blocd circulation disorders, kdney
falure, nfiecion, redness,  etc., and who are on thesr
Ppeniod, are pregnant or may be pregnant should not
use it bacause the curmant symptem likely o
worsen after use, such as hypersensitive skin or
body o an zbnomal skin maction (edema,
inflammaticn, etc.).

Directions

Shake the product thoroughly before use, apply an
appropriate amount evenly on the scalp, and rub it with
your fingers 1o absorb it as if massaging.

Inactive ingredients

Betuls Platyphylia Jsponca Bark/Bicta Oneniglis Leaf/
Corelia Srensis  Leaf/Bdipt Prostrera/Houttuynia
Comgrgy/Lonicer Ceprfsium (Honevsuckisl/Lufia Cyindica
Fruit/Mors Alba Fruit/Momus Alba Bark/Morus Al
Leai/Pheliodendon Amurense Bark/Portulbaca Oleracea/’
Sabia Mitionfuza Foot/Sophom  Favescens  Exdract

| | Angelcs Gges/Boswela Semata/Carthamus Trctonus

(Saffiower) Fonen/Citrus Urshiu Peel/Cridiurm Officnale
Rrizome/Commiphora Myra Resin/Penlls Frutesoens
Leari/Polygonum  Muliflorum Root Extract, Ghoyrrhiza
Uraorsis (Licorios) Root/Lespedaza Bicokor Bark/Thuja
Orierias Seed/Visoum Abum (Mstieine) Exract, Akohol
Buotite, Giycerin, Folysorbete 80, PEG-60 Hydrogenated
Castor O, Citic Acd, Sodum Berwoete, L-Merthdl
Dimeth  Sufone,  Aginine. Dexpanthendl, Suffur,
Disocum EDTA

Manufacturer = Kwang duk sin yak Co,, Ltd,
172, Neungheadae-ro 649 beon-gil, Namdong-gu,
ncheon, Republic of Korea

Volume
10mL /37111 0z

AMINO EX HAIR TONIC 500ML
salicylic acid liquid
|



Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:71838-0011

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
SALICYLIC ACID (UNI: 0414PZ4LPZ) (SALICYLIC ACID - UNILO414PZ4LPZ)

Inactive Ingredients

Ingredient Name
WATER (UNIL 059 QFOKOOR)
LEVOMENTHOL (UNI: BZ1R15MTK?7)

Packaging

# Item Code Package Description

1 IZ\IDC:71838-0011- 1in 1 CARTON

1 NDC:71838-0011- 110 mL in 1 BOTTLE, SPRAY; Type 0: Nota Combination
1 Product

Marketing Information
Marketing Category Application Number or Monograph Citation
OTC monograph final part358H

Labeler - kwang Duk Sin Yak Co., Ltd. (688202646)

Registrant - Kwang Duk Sin Yak Co., Ltd. (688202646)

Basis of Strength Strength
SALICYLIC ACID 0.25¢g in 100 mL
Strength

Marketing Start Marketing End
Date Date

06/08/2020

Marketing Start Date  Marketing End Date
06/08/2020

Establishment
Name Address ID/FEI Business Operations
Kwang Duk Sin Yak Co., Ltd. 688202646 manufacture(71838-0011)

Revised: 6/2020

Kwang Duk Sin Yak Co., Ltd.



