
GLANCURE TOOTH- sodium monofluorophosphate pas te  
K.Boeun Pharmaceutical 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.

----------

Drug Facts
Sodium monofluorophosphate

Silicon Dioxide, D-Sorbitol Solution, Water, Concentrated Glycerin, Sodium Cocoyl Glutamate,
Xanthan ?Gum, Peppermint Oil, Flavor, Enzymatically Modified Stevia, Citrus Paradisi (Grapefruit)
Seed Extract, Raspberry Extract, Xylitol, L-Menthol, Red Cabbage Color, Lavender Oil, Chamomile
Extract, Eucalyptus Extract

for dental care

KEEP OUT OF REACH OF THE CHILDREN

Adults and children 2 years of age and older: Brush teeth thoroughly, preferably after each meal or at
least twice a day, or as directed by a dentist or doctor.

Children 2 to 6 years of age: Instruct children under 6 years of age in good brushing and rinsing habits
(to minimize swallowing). Supervise children as necessary until capable of using without supervision.

Children under 2 years of age: Consult a dentist or doctor.

Do not swallow.

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right
away.

For dental use only
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K.Boeun Pharmaceutical Co.,Ltd.

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:74724-0 0 15

Route  of Adminis tration DENTAL

Active Ingredient/Active Moiety

Ingredient Name Basis o f
Strength Strength

SO DIUM MO NO FLUO RO PHO SPHATE (UNII: C8 10 JCZ56 Q) (FLUORIDE ION -
UNII:Q8 0 VPU40 8 O) FLUORIDE ION 0 .35 g

 in 10 0  g

Inactive Ingredients
Ingredient Name Strength

XANTHAN GUM (UNII: TTV12P4NEE)  

XYLITO L (UNII: VCQ0 0 6 KQ1E)  

SILICO N DIO XIDE (UNII: ETJ7Z6 XBU4)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:74724-0 0 15-1 40  g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 0 9 /0 1/20 20

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph fina l part355 0 9 /0 1/20 20

Labeler - K.Boeun Pharmaceutical Co.,Ltd. (695674074)

Registrant - K.Boeun Pharmaceutical Co.,Ltd. (695674074)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

K.Bo eun Pharmaceutica l Co .,Ltd. 6 9 56 740 74 manufacture(74724-0 0 15)
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