PLAK SMACKER ANTI CAVITY FLUORIDE- sodium fluoride paste
YOUNG PS ACQUISITION, LLC

Plak Smacker DINOSAUR ANTI-CAVITY FLUORIDE GEL TOOTHPASTE

Active Ingredient
Sodium Fluoride 0.24% (0.14% w/v Fluoride ion)

Purpose

Anticavity toothpaste

Purpose

Anti-Cavity Toothpaste

Use

Aids in the prevention of dental cavities.

Warnings

Keep out of the reach of children under 6 years of age.If more than used for
brushing is accidentally swallowed, get medical help or contact a Poison Control Center
right away.

Do not use if inner foil is torn, cut, or missing.
Keep out of reach of children.

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

Do not use if inner foil is torn, cut or missing.

Directions

e 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.

Do not swallow

To minimize swallowing use a pea sized amount in children under 6 years.

Supervise children's brushing until good habits are established.

Children under 2 years of age, consult a dentist or physician.

Inactive Ingredients
Sorbitol, Water, Hydrated silica, PEG-32, Cellulose Gum, Sodium Lauryl Sulfate, PEG-6,



Flavor, Sodium Saccharin, Methylparaben, Propyparaben, Bluel, Red 33

Questions or comments?

(800) 558-6684

PLAK SMACKER®

NO SUGAR ADDED

DINOSAUR

BUBBLE GUM FLAVOR

ANTI-CAVITY FLUORIDE GEL TOOTHPASTE
NET WT. 4.2 oz (119q)



aAY] Y P

aqME P HIYA

LA F ol )

e

AW FY IV

AMY B PV

A g Py

AU F IV

g e = e == e = = — =

e e e D e -

I
BACK
PANEL

|
Drug Facts

Active Ingredient Purpose
Sodium Fluoride 0.24% Anti-Cavity
{0.14% wiv fluoride fon) Toothpaste

Aids in the preventi&'l of dental cavities.

Warnings

Keep out of reach bf children under 6
years of age. |f you'accidentally swallow
more than used for krushing, get medical
help or contact a Polson Control Center
immediately. :

Do not use if innerlfoil is torn,
cut or missing.

Directions |

B Adults and childreh 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.
® Do not swallow.

® To minimize swallowing use a psa
sized amount in chi:i:lren under 6 years.
® Supervise childreft’s brushing until
good habits are estgblished.

® Children under 2 years of age,
consult a dentist or physician.

Inactive Ingreglients

Sorbitol, Water, Hyd{ated Silica, PEG-32,
Cellulose Gum, Sodium Lauryl Sulfate,
PEG-6, Flavor, Sodihm Saccharin,
Methylparaben, Propylparaben, Blue 1,
Red 33

Questions 2
(800) 558 ElBPY

Distributed by: l 00158
!

Young Innovations, Inc
2260 Wendt Street |
Algonguin, IL 60102 USA

www.yuungspecialtiesfam DINO119G Rev.B
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ANTI-CAVITY FLUORIDE GEL TOOTHPASTE
NETWT. .85 0z 249
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Drug I
Purpose
Sodium Fluoride 0.24% Anti-Cavity
(0.14% wiv fluoride idn) Topthpaste
Use
Aids in the prevent:‘orl of dent vities.
Warnings |
Keep out of reach of child der 6

years of age. If you gccidentall
more than used for bjushing, gefrdical
help or contact a Poison Control Center
immediately. |

Do not use if inner foil is torn,'
cut or missing.

Directions |

® Adults and childrenl2 years
older: Brush teeth thoroughlyfpreferably
after each meal or at least twice & day,
or as directed by a dentist or
® Do not swallow.

® To minimize swallowing use a pea
sized amount in childpen under 6 jyears.
® Supervise children® brushing until
good habits are established.

® Children under 2 years of age, |
consult a dentist or plysician.

Inactive Ingredients' EA 11
Sorbitol, Water, Hydrated Sil m&a
Cellulose Gum, SodiIm Lauﬁgu te,
PEG-6, Flavor, Sodi Saa‘Aﬁ]
Methylparaben, Propylparaban, Ee‘%
Red 33 :

N |
Questions or comments?

(800) 558-6684 |
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PLAK SMACKER ANTI CAVITY FLUORIDE

sodium fluoride paste

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:72326-8002

Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name
SODIUM FLUORIDE (UNIl: 82YQ1474W7) (FLUORIDE ION - UNII:Q80VPU4080)

Basis of Strength Strength
FLUORIDE ION 1.4mg inlg




Inactive Ingredients

Ingredient Name
POLYETHYLENE GLYCOL 1450 (UNII: 0J4Z5Z32L4)
HYDRATED SILICA (UNIl: Y6O7T4G8P9)
SACCHARIN SODIUM (UNII: SB8Z UX40TY)
WATER (UNIl: 059QFOKOOR)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
SORBITOL (UNII: 506T60A25R)
POLYETHYLENE GLYCOL 300 (UNIl: 5655G9Y8AQ)
CARBOXYMETHYLCELLULOSE (UNII: 05JZ17B19X)
PROPYLPARABEN (UNII: Z8IX2SC10H)
METHYLPARABEN (UNII: A2I8C7HIIT)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
D&C RED NO. 33 (UNIl: 9DBAOSBBOL)

Product Characteristics

Color

Shape

Flavor BUBBLE GUM
Contains

Packaging

# Item Code Package Description

1 NDC:72326- 24 g in 1 TUBE; Type 0: Not a Combination
8002-1 Product

2 NDC:72326- 120 g in 1 TUBE; Type 0: Not a Combination
8002-2 Product

3 NDC:72326- 24 g in 1 TUBE; Type 0: Not a Combination
8002-3 Product

Marketing Information

Strength

Score
Size
Imprint Code

Marketing Start Marketing End
Date Date

07/12/2023
07/12/2023

07/12/2023

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO021 05/27/2018

Labeler - YOuNG PS ACQUISITION, LLC (119620784)
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YOUNG PS ACQUISITION, LLC



	Plak Smacker DINOSAUR ANTI-CAVITY FLUORIDE GEL TOOTHPASTE
	Active Ingredient
	Purpose

	Purpose
	Use
	Warnings
	Directions
	Inactive Ingredients
	Questions or comments?

