FLUORIDE- sodium fluoride paste
McKesson

Active ingredient (in each gram)
Sodium Fluoride - 0.243% (0.15% w/v fluoride ion)

Purpose
Anticavity

Uses
Aids in the prevention of dental cavities.

Warnings

Keep out of reach of children under 6 years of age.

If you accidentally swallow more than used for brushing, seek professional
help or contact a Poison Control Center immediately.

Keep out of reach of children under 6 years of age.
If you accidentally swallow more than used for brushing, seek professional
help or contact a Poison Control Center immediately.

Directions

Adults and children 2 years & older:

Brush teeth thoroughly after meals or at least twice a day or use as directed by a
dentist.

Do not swallow.

Instruct children under 6 years of age in good brushing and rinsing habits
(to minimize swallowing, use a pea-sized amount).

Supervise children's brushing until good habits are established.

Children under 2 years: Consult a dentist or doctor.

Store in a cool, dry, well-ventilated area.

Inactive ingredients

Sorbitol, Silica, Treated Water, Glycerin, PEG-32, Sodium Lauryl Sulfate, Flavor,

Titanium Dioxide, Cellulose Gum, Carrageenan, Trisodium Phosphate, Sodium Saccharin,
Sodium Benzoate, Tetrasodium Pyrophosphate, FD&C Blue # 1.

Questions? Call 1-800-777-4908

NDC 68599-9573-1
MFR # 16-TPFLO85
NET WEIGHT 0.85 oz (24.1 g)

McKesson

Fluoride Toothpaste
MINT, ANTI-CAVITY
Helps to protect against cavities and improve oral hygiene.



NDC 68599-9573-1
MEKESSON

NDC 68599-9573-2
MFR # 16-TPFL15
NET WEIGHT 1.5 oz (42.5 g)

McKesson

Fluoride Toothpaste
MINT, ANTI-CAVITY
Helps to protect against cavities and improve oral hygiene.
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[ WARNING: See Drug Facts Panel.
Store in a cool, dry, well-ventilated area.
Not made with natural rubber latex.
Questions? Call 1-800-777-4908
Distributed by McKesson Medical-Surgical Inc.
Richmond, VA 23233 —
PVN AD126 AVN 02
| Made in India 16-TPFL15 6 ""12479"28143"™ 1
Drug Facts Drug Factis (continued)
Active ingredient gn each ram} o Purpose § | Directions (continued) use a pea-sized amount}.' Supervise
Sodium Fluoride - 0.22% (0.13% w/v fluoride ion).............Anticavity children’s brushing until good habits are established. Il Children
Uses Aids in the prevention of dental cavities. under 2 years: Consult a dentist or doctor.
Warnings Keep out of reach of children under 6 years of age. Inactive ingredients Sorbitol, Silica, Treated Water, PEG-32,
If you accidentally swallow more than used for brushing, seek Sodium Lauryl Sulfate, Flavor, Titanium Dloxlde, Cellulose Gum,
professional help or contact a Poison Control Genter immediately. Carrageenan, Trisodium Phosphate, Sodium Saccharin, Sodium
Directions ll Adults and children 2 years & older: Brush teeth Benzoate, Tetrasodium Pyrophosphate, Glycerin, FD&C Blue # 1.
thoroughly after meals or at least twice a day or use as directed Questions? Call 1-800-777-4908
by a dentist. ll Do not swallow. !Ilnstruct children under 6 years of
age in good brushing and rinsing habits (to minimize swallowing,

NDC 68599-9573-3
MFR # 16-TPFL275
NET WEIGHT 2.75 oz (78 g)

McKesson

Fluoride Toothpaste
MINT, ANTI-CAVITY

Helps to protect against cavities and improve oral hygiene.
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Drug Facts Drug Facts (continued)
[Active ingredient (in each gram) Purpose| | Directions (commued}. Instruct children under 6 years of age in good
Sodium Fluoride - 0.22% (0.13% w/v fluoride ion) ........ccessreeesssvnennns Anticavity | | Prushing and rinsing habits {to minimize swallowing, use a pea-sized
Uses Ads nih povs Tdermal o amount). [l Supervise children's brushing until good habits are established.
— SIS W1 T THEVEFON O Centa Gais. [l Children under 2 years: Gonsult a dentist or doctor.
rnings Keep out of reach of children under & rs of age. If you Th=
aceidental swaﬁow more than used for brushing, s pmf&'.s?onal elp or ﬂﬁ;{gﬁé’ggﬁggf{ﬁ;ﬂm%ﬂi'ilc"‘;a'gﬁ'}ggevg:ﬁ;' 'Slgﬁfi';ﬁ'um
contacta Foison Conirol Genter anmeduately. Trisodium F‘h(;sphate', Sodium Sacchar!\n, Sodium Benioate, atrasodium
Directions [l Adults and children 2 years & older: Brush teeth thoroughly Pyrophosphate, Glycerin, FD&C Blue # 1.
gfv:gr“gavials or at least twice a day or use as directed by a dentist. [llDo not a rons? Call 1 777-2908

WARNING: See Drug Facts Panel.

Store in a cool, dry, well-ventilated area.
Not made with natural rubber latex.

Questions? Call 1-800-777-4908

Distributed by McKesson Medical-Surgical Inc.
Richmond, VA 23233

PVN A0126 AVN 02

Made in India

MFR #
16-TPFL275

6 ‘124?9‘2814? 9

NDC 68599-9573-4
MFR # 16-TPFL4
NET WEIGHT 4 oz (113.4 9)

McKesson

Fluoride Toothpaste
MINT, ANTI-CAVITY

Helps to protect against cavities and improve oral hygiene.
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Drug Facts Drug Facts (continued) T
Active ingredient (in each gram) Purpose Directions (continued) [llinstruct children under & years of age in good brushing and
‘Sodium Fluoride - 0.22% (0.13% w/v fluoride ion) Anticavity rinsing habits {to minimize swallowing, use a pea-sized amount). Supervise children's
Uses Aids in the prevention of dental cavities_ brushing until good habits are established. | Children under 2 years: Gonsult a dentist or
Warnings Keep out of reach of children under 6 years of age. If you accidentally LR
swallow more than used for brushing, seek professional help or contact a Poison Control Inactive ingredients Sorbitol, Silica, Treated Water, PEG-32, Sodium Lauryl Sulfate,
Center immediately. Flavor, Titanium Dioxide, Gellulose Gum, Garrageenan, Trisodium Phosphate, Sodium
Directions .Aduils and children 2 years & older: Brush teeth thoroughly after meals Sacchann; Godium Benzoate, fetrasodum Pyrophosphiate, Glycena, FDI0 Blue #.1.
or at least twice a day or use as directed by a dentist. [JlIDo not swallow. Questions? Call 1-800-777-4908

WARNING: See Drug Facts Panel.

Store in a cool, dry, well-ventilated area.
Mot made with natural rubber latex.

Questions? Call 1-800-777-4908

Distributed by McKesson Medical-Surgical Inc.
Richmond, VA 23233

PVN AD126 AVN 02

Made in India

MER #
16-TPFL4

6‘“124?9 28149 3

FLUORIDE

sodium fluoride paste

Product Information

Product Type

Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name
SODIUM FLUORIDE (UNII: 8ZYQ1474W7) (FLUORIDE ION - UNIl:Q80VPU4080)

Inactive Ingredients

HUMAN OTC DRUG

Item Code (Source)

NDC:68599-9573

Basis of Strength Strength

SODIUM FLUORIDE

Ingredient Name

SODIUM LAURYL SULFATE (UNIl: 368GB5141))
CARRAGEENAN (UNII: 5C69YCD2Y]))

SORBITOL (UNIIl: 506T60A25R)

WATER (UNII: 059QFOKOOR)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

TETRASODIUM PYROPHOSPHATE (UNIl: 0352864B8Z)

SILICA (UNII: ET)7Z6XBU4)
PEG-32 (UNIl: 1212Z7S33A)

0.22g inlg

Strength




TRISODIUM DIPHOSPHATE (UNIl: AR7O0GW33N1)
SODIUM SACCHARIN (UNIl: SB8ZUX40TY)
SODIUM BENZOATE (UNIl: OJ245FE5EU)

FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
CELLULOSE GUM (UNIl: K6790BS311)
GLYCERIN (UNIl: PDC6A3C00X)

Packaging

# Item Code Package Description

1 NDC:68599- 24.1 g in 1 TUBE; Type 0: Not a Combination
9573-1 Product

2 NDC:68599- 42.5 g in 1 TUBE; Type 0: Not a Combination
9573-2 Product

3 NDC:68599- 78 g in 1 TUBE; Type 0: Not a Combination
9573-3 Product

a NDC:68599- 113.4 g in 1 TUBE; Type 0: Not a Combination
9573-4 Product

Marketing Information

Marketing Application Number or Monograph

Category Citation
OTC Monograph Drug M021

Labeler - Mckesson (023904428)

Establishment
Name Address ID/FEI
Dabur India Limited 650599231

Revised: 4/2026

Marketing Start Marketing End
Date Date

04/23/2026
04/23/2026
04/23/2026

04/23/2026

Marketing Start Marketing End
Date Date

04/23/2026

Business Operations
manufacture(68599-9573)

McKesson



