ROOTA RE F TONIC - panthenol liquid
Raphabio Inc

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

Drug Facts
panthenol

Aqua (Water), sd alcohol 40, butylene glycol, peg-40 hydrogenated castor oil, polysorbate 80, urea,
menthol, salicylic acid, glycolic acid, dipotassium glycyrrhizate, camphor, tocopheryl acetate,
peppermint oil, allantoin, sodium citrate, zinc sulfate, disodium edta, rosemary leaf oil, niacinamide,
panax ginseng root extract, pyridoxine hci, sophora angustifolia root extract, acorus calamus root
extract, polygonum multiflorum root extract, morus alba bark extract, licorice root extract, ginkgo
biloba leaf extract, copper tripeptide-1

hair care
keep out of reach of the children

after shampooing, dry your hair and sclap thoroughly
apply the tonic into scalp and gently massage with fingertips to help absorption

stop use if irritation occurs

for external use only



Reinforce Solution

for Men

Roota Re:F Tonic is a scalp friendly
formula specially designed for hair
loss treatment for men. Based on
scientific analysis of causes of hair
loss, this tonic provides essential
nutrients deep into the scalp for hair
root reinforcement and keeps hair
and the scalp healthy.
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€ 100 ml

The Roota Re:F Tonic for Men provides
nutrients deep into scalp and makes scalp
and hair healthy. In order to reduce factors
causing hair-loss and to remove excessive
sebum, this product contains active
ingredients such as Panthenol, Copper
Tripeptide-1, Niacinamide, Pyridoxine HCL
that help prevent hair loss and strengthen
hair root.

INGREDIENTS

AqualWater), SD Alcohol 40, Butylene
Glycol, PEG-40 Hydrogenated Castor Oil,
Polysorbate 80, Panthenol, Urea, Menthol,
Salicylic Acid, Glycolic Acid, Dipotassium
Glycyrrhizate, Camphor, Tocopheryl
Acetate, Mentha Piperita (Peppermint) Oil,
Allantoin, Sodium Citrate, Zinc Sulfate,
Disodium EDTA, Rosmarinus Officinalis
(Rosemary) Leaf 0il, Niacinamide, Panax
Ginseng Root Extract, Pyridoxine HCL,
Sophora Angustifolia Root Extract, Acorus
Calamus Root Extract, Polygonum
Multiflorum Root Extract, Morus Alba Bark
Extract, Glycyrrhiza Glabra (Licorice) Root
Extract, Ginkgo Biloba Leaf Extract, Copper
Tripeptide-1

DIRECTIONS

After shampooing, dry your hair and scalp
thoroughly. Apply the tonic into scalp and
gently massage with fingertips to help
absorption.

WARNING

For external use only. Stop use if irritation
occurs. Keep out of reach of children.
Avoid contact with eyes.

Customer Center in Korea
080-500-1820
www.roota.co.kr

Made In Korea Period after opening : 12months

e 98|0609 8

0lzZL 1y




ROOTA RE F TONIC
panthenol liquid

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
PANTHENOL (UNI: WW9CMO0067Z) (PANTHENOL - UNI:-WV9 CM0O67Z)

Inactive Ingredients

Ingredient Name
WATER (UNIE 059 QFOKOOR)
ALCOHOL (UNIE: 3K9958 V90 M)
BUTYLENE GLYCOL (UNIE: 3XUS85KO0RA)
POLYOXYL 40 HYDRO GENATED CASTOR OIL (UNI: 7YC686GQ8F)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)
UREA (UNIL: 8W8T17847W)
MENTHOL (UNI: L7T10EIP3A)
SALICYLIC ACID (UNI: 0414PZ4LPZ)
GLYCOLIC ACID (UNIL: 0 WT12SX38S)
GLYCYRRHIZINATE DIPO TASSIUM (UNI:: CA2Y0FE3FX)
CAMPHOR (NATURAL) (UNIE: N20HL7Q941)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
MENTHA PIPERITA (UNIE: 79 M2M2UDAS9)
ALLANTOIN (UNIL: 3445277G0Z)
SODIUM CITRATE (UNI: 1Q73Q2JULR)
ZINC SULFATE (UNI: 89DSOH96 TB)
EDETATE DISODIUM (UNIE: 7FLD9 1C86K)
ROSEMARY (UNIL: J67X351P9)
NIACINAMIDE (UNIL: 25X5118 RD4)
ASIAN GINSENG (UNI: CUQ3A77YXI)
PYRIDO XINE HYDRO CHL O RIDE (UNIL: 68 Y4CF58BV)
SOPHORA FLAVESCENS ROOT (UNIE: IYR6K8KQ5K)
ACORUS CALAMUS ROOT (UNIE: XYIK7KIQOF)
FALLOPIA MULTIFLORA ROOT (UNI: AUZ3VD75MC)
MORUS ALBA BARK (UNIL: 7071A48NDP)
GLYCYRRHIZA GLABRA (UNIL: 278879758 H)
GINKGO (UNIE: 19FUJ2C58T)
PREZATIDE COPPER (UNIL: 6BJQ43T1I9)

Basis of Strength
PANTHENOL

NDC:54576-3001

Strength
0.5mg in 100 mL

Strength




Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:54576-3001-1 100 mL in 1 BOTTLE, WITH APPLICATOR

Marketing Information
Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date
unapproved drug other 12/31/2012

Labeler - raphabio Inc (688480119)

Registrant - Raphabio Inc (688480119)

Establishment
Name Address ID/FEI Business Operations
Grace C&T 688222810 manufacture(54576-3001)

Revised: 12/2012 Raphabio Inc
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