
CAVITY PROTECTION  PEPPERMINT WITH BAKING SODA- sodium
monofluorophosphate pas te, dentifrice  
CAVITY PROTECTION  SPEARMINT- sodium monofluorophosphate pas te, dentifrice  
Tom's  of Maine, Inc.
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.

----------

Tom's
OF MAINE
CAVITY PROTECTION
fluoride toothpaste 
Drug Facts

Active ingredient
Sodium monofluorophosphate 0.76% (0.15% w/v fluoride ion)

Purpose
Anticavity

Use
helps protect against cavities

Warnings
Keep out of reach of children under 6 years  of age.
If more than used for brushing is accidentally swallowed, get medical help or dial (412) 390-3381 right
away (Poison Control Center).

Directions

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
physician

children 2 to 6 years use only a pea-sized amount and supervise child's
brushing and rinsing (to minimize swallowing)

children under 2 years ask a dentist or physician

Inactive ingredients
calcium carbonate, water, glycerin, sodium bicarbonate, Chondrus crispus (carrageenan), Mentha piperita
(peppermint) oil, xylitol, sodium lauryl sulfate.

Questions?
1-800-FOR-TOMS (1-800-367-8667) M - F 8:30 a.m. - 5:30 p.m. ET
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CAVITY PROTECTION   PEPPERMINT WITH BAKING SODA 
sodium monofluorophosphate paste, dentifrice

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:510 0 9 -120

Route  of Adminis tration DENTAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

So dium Mo no fluo ro pho spha te  (UNII: C8 10 JCZ56 Q) (Fluo ride  io n -
UNII:Q8 0 VPU40 8 O)

So dium
Mo no fluo ro pho sphate

0 .0 0 76  g
 in 1 g

Inactive Ingredients
Ingredient Name Strength

Ca lcium ca rbo na te  (UNII: H0 G9 379 FGK)  

Glycerin  (UNII: PDC6 A3C0 OX)  

Wa ter (UNII: 0 59 QF0 KO0 R)  

So dium Bica rbo na te  (UNII: 8 MDF5V39 QO)  

Ca rra g eena n  (UNII: 5C6 9 YCD2YJ)  

Xylito l  (UNII: VCQ0 0 6 KQ1E)  

So dium La uryl Sulfa te  (UNII: 36 8 GB5141J)  

Peppermint o il  (UNII: AV0 9 2KU4JH)  

Product Characteristics
Color WHITE Score     

Shape Siz e

Flavor PEPPERMINT Imprint Code

Contains     

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:510 0 9 -120 -55 1 in 1 CARTON

1 155.9  g in 1 TUBE

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

OTC MONOGRAPH FINAL part355 0 2/14/20 11

CAVITY PROTECTION   SPEARMINT 
sodium monofluorophosphate paste, dentifrice



Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:510 0 9 -116

Route  of Adminis tration DENTAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

So dium Mo no fluo ro pho spha te  (UNII: C8 10 JCZ56 Q) (Fluo ride  io n -
UNII:Q8 0 VPU40 8 O)

So dium
Mo no fluo ro pho sphate

0 .0 0 76  g
 in 1 g

Inactive Ingredients
Ingredient Name Strength

Ca lcium ca rbo na te  (UNII: H0 G9 379 FGK)  

Glycerin  (UNII: PDC6 A3C0 OX)  

Wa ter (UNII: 0 59 QF0 KO0 R)  

Xylito l  (UNII: VCQ0 0 6 KQ1E)  

Ca rra g eena n  (UNII: 5C6 9 YCD2YJ)  

So dium La uryl Sulfa te  (UNII: 36 8 GB5141J)  

Spea rmint O il  (UNII: C3M8 146 5G5)  

Peppermint o il  (UNII: AV0 9 2KU4JH)  

Product Characteristics
Color WHITE Score     

Shape Siz e

Flavor SPEARMINT Imprint Code

Contains     

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:510 0 9 -116 -55 1 in 1 CARTON

1 155.9  g in 1 TUBE

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

OTC MONOGRAPH FINAL part355 0 2/14/20 11

Labeler - T om's  of Maine, Inc. (052764354)

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

To m's o f Maine , Inc . 0 5276 4354 MANUFACTURE



Tom's of Maine, Inc. Revised: 5/2011
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