WHITENING FOAMING - sodium fluoride mouthwash
Dio Corporation

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
active ingredients: sodium fluoride, allantoin

inactive ingredients: ethanol sodium lauryl sulfact, xylitol, sodium saccharin, ginger, mugwort extract,
cnidium extract, mint, methylparaben, water

for dental care

keep out of reach of the children

brush teeth with your tooth brush or gargle after spraying it into your mouth
store at room temperature

use when needed
dental use only
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Name : Whitening Foaming-Toothpaste Indication :
Oral cleanness, Anti-halitosis, Prophylaxis of oral
diseases(caries,gingiva disease,periodontal disease,
periodontoclasia,gingivitis) Active ingredients :
Sodium Fluoride, Allantoin Also contains : Hydroxy
apatite, Cnidium Rhizome Extract, Ginger Tincture,
Mugwort Extract etc. Use : Brush teeth with your tooth
brush or gargle after spraying it into your mouth.
Caution : store at room temperature LOT NO. & MFG.
Date : see crimp of container Manufacture : Korea Kolmar
618-3, Sinjung-ri, Jeonui-myeon, Yeongi-gun, Chungcheongnam-do, Korea

SRI[ES :’4:::!::1 Development & Sales : DIO Corporation
, U-dong, Haeundae-gu, Busan, Korea
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WHITENING FOAMING

sodium fluoride mouthwash

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:75902-1001



Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SODIUM FLUORIDE (UNIL: 8ZYQ1474W7) (FLUORIDE ION - UNI:Q80VPU4080) SODIUM FLUORIDE 0.001mL in 1 mL
ALLANTOIN (UNII: 344S277G0Z) (ALLANTOIN - UNI:344S277G0Z) ALLANTOIN 0.0005mL in 1mL
Inactive Ingredients
Ingredient Name Strength

ETHANO LAMINE (UNII: 5KV86114PT)

SODIUM LAURYL SULFATE (UNI: 368GB5141J)
XYLITOL (UNI: VCQO006KQ1E)

SACCHARIN SODIUM (UNII: SB8ZUX40TY)
GINGER (UNII: C5529G5JPQ)

ARTEMISIA PRINCEPS LEAF (UNIL: SY077EWO02G)
CNIDIUM OFFICINALE ROOT (UNI: 8S30ZD3587J)
MINT (UNIL: FV98Z8 GITP)

METHYLPARABEN (UNII: A2I8 C7HI9T)

WATER (UNIL 059QF0KOOR)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:75902-1001-1 50 mL in 1 BOTTLE, PUMP

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
unapproved drug other 12/17/2010

Labeler - pio Corporation (631085206)

Registrant - Dio Corporation (631085206)

Establishment
Name Address ID/FEI Business Operations
Dio Corporation 631085206 manufacture

Revised: 12/2010 Dio Corporation
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