WHOLE CARE ORANGE MANGO- sodium fluoride paste, dentifrice
WHOLE CARE SPEARMINT- sodium fluoride paste, dentifrice
WHOLE CARE PEPPERMINT- sodium fluoride paste, 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

WHOLE CARE
fluoride toothpaste gel

Drug Facts

Active ingredient
Sodium fluoride 0.24% (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

brush teeth thoroughly, preferably after each meal or
at least twice a day, or as directed by a dentist or
physician

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

adults and children 2
years of age and older

children 2 to 6 years

Inactive ingredients

sorbitol, hydrated silica, water, glycerin, Citrus aurantium dulcis (orange) peel oil and other natural
flavors, xylitol, sodium lauryl sulfate, zinc citrate, xanthan gum.

Questions?
1-800-FOR-TOMS (1-800-367-8667) M - F 8:30 a.m. - 5:30 p.m. ET



PRINCIPAL DISPLAY PANEL - 133 g Carton

Since 1970
Tom's
OF MAINE™

with fluoride | natural
WHOLE CARE®

fights cavities | whitening | fresh breath | helps fight tartar
fluoride toothpaste

orange mango gel
NET WT 4.7 0Z (133 g)
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Mo animal testing or animal
ingredients.

Wa share every Ingredient,
its purpose, and its SoUrce at
www tomsofmaine.com.

Sustainable practices are a
pricrity in every aspect of

our business.
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[ What makes a product good? At Tom's, it includes how we make it.

Mo artificial colors, flavors, fragrance,
of praservatives

We strive to maximize recycied
content and recyclabliity of our
packaging.

5% (12 days) of employes tima

to volunteering, 10% of profits to
human and environmental goodness. ;

Tom's

of Malne™ Goodness Day

You asked — we llstened!
This tube is easier to use
than our previous tube.
Leam more about how

this tube reinforces our
comrmitrment to emvircnmerntal
stewardship at

www tomsafmaine.com

Find us on:
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dial (412) 3%0-3381 right away {Foison Contral Center),
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Drug Facts Drug Facts jcontined) 1 kol g
Active Ip%md!ml N Purpose | adutts and chicren 2 years of age | brush teeth tharoughly, preferably after each meal or at toothpaste whitens with naturally
Sodium fluoride 0.24% [0.15% wiv fluonide ion] ... canity | and clder least bwine a day, or as direched by a dentist or physician sourced silicas. This product also
U'se helps protect against cavities children 2 ta B years ﬁ%:mﬁﬁa‘gm{r@a@ supervise ::'Id's h‘:*’““:’m":;m’m
Warnings children under 2 years ‘25 3 danlist or physician with regular brushing.

{orange) peel ol

Directions

Inactive l:?mdl‘mts sarbitol, bydated silica, water, ghyeerin, (s awantum dukss
ather natural flavars, syfitel, sodium laung subiste, zinc citrate, xanthan gum.

© 2010 Torm's of Maine, Inc.
302 Lafayette Ctr
Hennebunk, ME Q4043
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Questions? 1-800-FOR-TOMS (1-B00-367-8667) M - F 8:30 am. - 5:30 pm. ET

Made in USA. @O

PRINCIPAL DISPLAY PANEL - 133 g Carton

Since 1970
Tom's
OF MAINE™

with fluoride | natural
WHOLE CARE®

fights cavities | whitening | fresh breath | helps fight tartar

fluoride toothpaste
peppermint gel
NET WT 4.7 0Z (133 g)
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Drug Facts Drug Facts (conirusd) Mwwmimemwam
Active ingredient PUYPOSE | adults and chiden 2 years of age | brush teeth thomughly, preferably after each meal or at toothpaste whitens with naturally
Sodium fluoride 0.24% [0.15% wiv fluoride ion] ... icavity | and older least twice a day, or as diredisd by a dentist or physician sourced silicas. This product also
3 Fey childi ta b | jred ot and jca child's mbﬂ‘hﬂﬁmn breath and
U e o i s e T e ki
Warnings children under 2 years ‘ask 3 dentist or physician with regular brushing.
Keep out of reach of children under & years of age. . :
I o than used o brushing is aidentaly swalowed, et metica helpar | Inactive Ingredlients s, hyated st waet cein, e, Menthoppia | 509 1 Stmetee eon
dial (412) 3%0-3381 right away {Poison Contral Center). {pepperrmint) ail and other natural flavars, sodium lauryl sulfate, zinc citate, xanthan gum. Kennebunk, ME 04043
Directions P | Questions? 1-800-FOR-TOMS {1-800-367-8667) M - F 8:20 a.m. - 5:20 pm. ET Moda in LSA. ®O

PRINCIPAL DISPLAY PANEL - 133 g Carton

Since 1970
Tom's
OF MAINE™

with fluoride | natural
WHOLE CARE®

fights cavities | whitening | fresh breath | helps fight tartar
fluoride toothpaste
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" What makes a product good? At Tom's, it includes how we make it.

Ho animal testing or animal
imgredients.

Wa share every Ingredient,
its purpose, and its source at
whwnw tomecfmaine.com.
Sustalnable practices are a
pricrity in-ewvery aspect of
our business.

No artificial colors, flavors, fragrance,
of prasarvatives,

‘We strive to maximize recycied
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Tom’s of Malne™ Goodness Day

You asked — we lstened!
This tube is eagier to use
than our previous tube.
Leam more about how

this tube reinforces our
commitmment to emvircomerntal
stewardship at:

wwrw tomsofmaine.com

Find us on:
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| natural

fights cavities | whitening | fresh breath | helps fight tartar

Eeep out of reach of children under & years of age.
If mare than used for brushing i acddentally swallowed, pet medica help or
dial (412) 3%0-2381 right away {Foison Contral Ceniter).

Inactive ingredients sobi, hydated silica, watsr, glycarin, xylital, Mentha vrids
{spearmnint) keaf oil and other natural flavors, sodium launyl sulfate, zinc cirate, xanthan gum.

Directions

[

Questions? 1-800-FOR-TOMS {1-B00-367-B667) M - F 8:30 am. - 5:30 pm. ET

fluoride toothpaste
speawrmint gel
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NET WT 4.7 0Z (133 g)
Drug Facts Drug Facts cantinued) "‘pr""“m:"ﬁ bbb g
Active ingredient Purpose | adutts and chicren 2 yearsof age | brush teeth tharoughly, preferably after each meal or at toothpaste whitens with naturally
Sodium fluoride 0.24% [0.15% wiv fluonide ion] ..o sen Anticaity | and older least twice a day, or as direced by a dentist o physician sourced silicas. This product also
i it children 2ta & I ized rd ise child® helps to freshen breath and
Use e o gt e T L e | e s
Waﬂﬂﬂgs children under 2 years & a dentist or physidan with regular brushing.

© 2010 Torn's of Maine, Inc.
302 Lafayette Ctr
Kennebunk, ME O

Made in LLSA.
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Product Information
Product Type

Route of Administration

WHOLE CARE ORANGE MANGO

sodium fluoride paste, dentifrice

HUMAN OTC DRUG Item Code (Source)

DENTAL

NDC:51009-119




Active Ingredient/Active Moiety

Ingredient Name
Sodium fluoride (UNI: 8ZYQ1474W7) (Fluoride ion - UNI:Q80VPU4080)

Inactive Ingredients

Ingredient Name
Sorbitol (UNI: 506 T60A25R)
Hydrated Silica (UNI: Y6O7T4G8P9)
Glycerin (UNI: PDC6A3C00X)
Water (UNIL 059QFOKOOR)
Xylitol (UNIl: VCQO006KQ1E)
Sodium lauryl sulfate (UNIL: 368GB5141)J)
Zinc citrate (UNI: K72I3DEX9B)
Xanthan gum (UNIL TTV12P4NEE)
Mango (UNIL: I62913NR86)
Orange Oil (UNI: AKN3KSD11B)

Product Characteristics

Color

Shape

Flavor ORANGE, MANGO (Fruity)

Contains

Packaging

# Item Code Package Description

1 NDC:51009-119-47 1in 1 CARTON

1 133 g in 1 TUBE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation

Basis of Strength Strength

Sodium fluoride

Score
Size

Imprint Code

Marketing Start Date
02/14/2011

Marketing Start Date

OTC MONOGRAPHFINAL  part355 02/14/2011
WHOLE CARE SPEARMINT
sodium fluoride paste, dentifrice

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration DENTAL

0.00243 g inlg

Strength

Marketing End Date

Marketing End Date

NDC:51009-153



Active Ingredient/Active Moiety

Ingredient Name
Sodium fluoride (UNI: 8ZYQ1474W?7) (Fluoride ion - UNI:Q80VPU4080)

Inactive Ingredients

Ingredient Name
Sorbitol (UNIL: 506 T60A25R)
Hydrated Silica (UNI: Y6O7T4G8P9)
Glycerin (UNI: PDC6A3C00X)
Water (UNIL 059QFO0KOOR)
Xylitol (UNI: VCQO006KQ1E)
Sodium lauryl sulfate (UNI: 368GB5141J)
Zinc citrate (UNI:: K72I3DEX9B)
Xanthan gum (UNIL: TTV12P4NEE)
Spearmint Oil (UNI: C3M81465G5)
Peppermint oil (UNI: AV092KU4JH)

Product Characteristics

Color

Shape

Flavor SPEARMINT

Contains

Packaging
# Item Code Package Description
1 NDC:51009-153-47 1in 1 CARTON

Basis of Strength Strength
Sodium fluoride 0.00243 g inlg
Strength

Score
Size

Imprint Code

Marketing Start Date Marketing End Date
02/14/2011

1 133 g in 1 TUBE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date

OTC MONOGRAPH FINAL  part355 02/14/2011
WHOLE CARE PEPPERMINT

sodium fluoride paste, dentifrice

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:51009-158

Route of Administration DENTAL

Active Ingredient/Active Moiety



Ingredient Name
Sodium fluoride (UNIL: 8Z2YQ1474W?7) (Fluoride ion - UNILQ80VPU4080)

Inactive Ingredients

Ingredient Name
Sorbitol (UNIL: 506 T60A25R)
Hydrated Silica (UNIL Y6 O7T4G8P9)
Glycerin (UNI: PDC6A3C00X)
Water (UNIL: 059QFOKOOR)
Xylitol (UNI: VCQO006KQ1E)
Sodium lauryl sulfate (UNI: 36 8GB5141J)
Zinc citrate (UNI: K72I3DEX9B)
Xanthan gum (UNI: TTV12P4NEE)
Peppermint oil (UNI: AV092KU4JH)

Product Characteristics

Color

Shape

Flavor PEPPERMINT

Contains

Packaging
# Item Code Package Description
1 NDC:51009-158-47 1in 1 CARTON

Basis of Strength Strength
Sodium fluoride 0.00243g inlg
Strength
Score
Size
Imprint Code

Marketing Start Date Marketing End Date
02/14/2011

1 133 g in 1 TUBE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date

OTC MONOGRAPHFINAL part355

Labeler - Toms of Maine, Inc. (052764354)

02/14/2011

Establishment
Name Address ID/FEI Business Operations
Tom's of Maine, Inc. 829517189 MANUFACTURE(51009-119, 51009-153, 51009-158)

Revised: 9/2019

Tom's of Maine, Inc.
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