60-SECOND FLUORIDE MINT- sodium fluoride gel
60-SECOND FLUORIDE GRAPE- sodium fluoride gel
60-SECOND FLUORIDE BUBBLE GUM- sodium fluoride gel
60-SECOND FLUORIDE STRAWBERRY- sodium fluoride gel
60-SECOND FLUORIDE ORANGE CREAM- sodium fluoride gel
60-SECOND FLUORIDE MARSHMALLOW- sodium fluoride gel
60-SECOND FLUORIDE CHERRY- sodium fluoride gel
60-SECOND FLUORIDE PINA COLADA- sodium fluoride gel
Patterson Dental Supply Inc

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

60-Second Fluoride Gel

INDICATIONS

For topical application to aid in the protection against dental caries.

CONTAINS
Fluoride (Sodium Fluoride) — 1.23% w/w.

DOSAGE & ADMINISTRATION

Fill fluoride tray with 2-3ml of fluoride gel per arch. Dry tooth surface and insert tray(s) in mouth.
Have patient bite down for 60 seconds (or up to 4 minutes). Slight chewing motion provides
interproximal coverage. Remove tray(s) and have patient expectorate excess gel. Inform patient not to
eat, drink or rinse for 30 minutes.

CAUTION

For Professional Office use only. This product is not intended for home or unsupervised consumer use.

WARNING

Keep out of reach of children. If more than is used for a fluoride application is swallowed, get
medical help or contact a Poison Control Center right away.

Store at controlled room temperature:
68-77°F (20-25°C). Prevent from freezing.
Shake well before each use.

Made in U.S.A.

PRINCIPAL DISPLAY PANEL - 454 g Mint Bottle Label

PATTERSON
DENTAL

NDC# 50227-3221-6
60-Second



Fluoride Gel

(APF¥*)
*Acidulated Phosphate Fluoride
1.23% F Ion

MINT
NET WT.16 OZ

Reorder Number
088-4288

Manufactured for:
PATTERSON

DENTAL

Patterson Dental Supply, Inc.
1031 Mendota Heights Road
Saint Paul, MN 55120



NDC# 50227-3221-6

60-Second
Fluoride Gel

[APF*)
*Acidulated Phosphate Fluoride
1.23% F lon

MINT

MNET WT. 16 0Z

Reorder Number

088-4288

Manufaciured for:

™
PATTERSON
DENTAL
Patterson Dental Supply; Inc.
1031 Mendaota Heights Road
Saint Paul, MN 55120

INDICATIONS: For topical application to aid
in the protection against dental caries.

COMNTAINS: Flusride (Sodium Fluoride) -
1.23% wilwy,

DOSAGE & ADMINISTRATION: Fill flucriche
tray with 2-3ml of Auoride gel per arch., Cry
tooth surface and insert trayis) in mouth,
Have patient bite down for 60 seconds {or up
ta 4 minutes). Sight chewing motion
provides interproximal coverage. Hemowve
trayis) and have patient expecrorae excess
gel, Infarm patient not to eat, drink or Anse
for 30 minutes,

CAUTION: For Professional Office use only.
This praduct is not intendad for homea or
unsupervised consumer use.

WARNING: Keep out of reach of children. If
maore than |3 used for a flucride application
is swallowed, get medical help or contact a
Poison Control Center right avray,

Store at controlled room temperature:
BB-TTF (20-25°C). Prevent lrom (reezing.
Shake well before each use.

0 T

*+D6620708842882T*

Made in U.5.A.
0531122LA, R1-021712

PRINCIPAL DISPLAY PANEL - 454 g Grape Bottle Label

PATTERSON

DENTAL

NDC# 50227-3231-6

60-Second
Fluoride Gel

(APF*)

*Acidulated Phosphate Fluoride
1.23% F Ion

GRAPE




NET WT

.16 OZ

Reorder Number

088-4296

Manufactured for:
PATTERSON

DENTAL

Patterson Dental Supply, Inc.
1031 Mendota Heights Road

Saint Paul,

MN 55120

L™ 4

PATTERSON

DENTAL

NDC# 50227-3231-6

60-Second
Fluoride Gel

(APF¥)
*Acidulated Phosphate Fluoride
1.23%F lon

GRAPE

NETWT. 16 OZ

Reorder Number

088-4296

Manufactured for

- >
PATTERSON
DENTAL
Patterson Dental Supply, Inc,
1031 Mendota Heights Road
Saint Paul, MM 55120

INDICATIONS: For topical application to aid
in the protection against dental caries,

CONTAINS: Flucnde (Sodium Fluoride) -
1,23% wiw,

DOSAGE & ADMINISTRATION: Fill lugride
vray with 2-3ml of fluoride gel per arch. Dry
pooth surface and Insert tray{sh in mouth.
Hawe patient bite down for 80 seconds (or up
w4 minutes). Slight chewing motion
provides interproximal coverage. Remove
tray(s) and have patient expectorate excess
el Inform patient not toeat, drink of Anse
for 30 minutes,

CAUTION: For Prafessional Office use only.
This praduct is not intended far hame or
unsuparvised consurmer use.

WARMNING: Keep out of reach of children. If
maore than is used for a fluorlde application
is swallowed, get medical help or contacta
Poisan Control Center right away.

Store at controlled room temperature:
68-7T7°F (20-25°C). Prevent from freezing.

Shake weall before each use.

AL

*+D66207088429625"

Made in U.5.A.
0531123LA, R1-021712

PRINCIPAL DISPLAY PANEL - 454 g Bubble Gum Bottle Label




PATTERSON
DENTAL

NDC# 50227-3251-6

60-Second
Fluoride Gel

(APF¥*)
*Acidulated Phosphate Fluoride
1.23% F Ion

BUBBLE GUM
NET WT.16 OZ

Reorder Number
088-4247

Manufactured for:
PATTERSON

DENTAL

Patterson Dental Supply, Inc.
1031 Mendota Heights Road
Saint Paul, MN 55120



>

PATTERSON

LY EINGE AL

NDCH 50227-3251-6
INDICATIONS: For topical application to aid
6 0 S d in the protection against dental caries,
= e c o n CONTAINS: Fluoride (Sodium Fluoride) -
. 1.23% wiiw,
F I u o r | d e G e I DOSAGE & ADMINISTRATION: Fill fluoride
tray with 2-3ml of luoride gel per arch. Dry

tooth surface and insert tray(s) in mouth.

[ﬁ. PF*:I Have patlent bite down for 60 seconds (or up
: 5 to 4 minutas). Slight chewing mation
*Acidulated Phosphate Fluoride provides interproximal coverage. Remove
1.23% F lon tray(s) and have patient expeclorate excess
gel. Inferm patient not to eat, drink ar rinse
fior 30 minutes,

CAUTION: Fer Prafessional Office use only.
This praduct is not intended for home ar
BU BB LE G U M unsupervised consumer use,
NETWT. 16 OZ WARNING: Keep out of reach of children. IF
maore than is used for a fluoride application

is swallowed, get medical help or contact a
Paison Control Center right away.

Store at controfled room temperature:
Reorder Number 68-77°F (20-25°C), Prevent from freezing,

088 -4247 Shake well before cach use,

Manufactuned for:

L™
ALY *+DB6207088424720"
Patterson Dental Supgply, Inc.
1021 Mendota Heights Road Made in U.5.A.
Saint Paul, MM 55120 053112504, R1-021712

PRINCIPAL DISPLAY PANEL - 454 g Strawberry Bottle Label

PATTERSON
DENTAL

NDC# 50227-3281-6

60-Second

Fluoride Gel

(APF*)

*Acidulated Phosphate Fluoride
1.23% F Ion

STRAWBERRY



NET WT.16 OZ

Reorder Number
088-4270

Manufactured for:
PATTERSON

DENTAL

Patterson Dental Supply, Inc.
1031 Mendota Heights Road
Saint Paul, MN 55120

>

PATTERSON

DENTAL

NDC# 50227-3281-6

INDICATIONS: For topical application te aid
in the protection against demtal caries,
= e c o n CONTAIMS: Fluoride [Sadium Fluoride} -
- 1.23% wifw.
F I o ri d e G e I DOSAGE & ADMINISTRATION: Fill fluoride
u teay with 2-3ml of flucride gel per arch. Dry

toath surface and insert trayisl in mouth,

(APF*) Hawe patient bite down for 60 seconds (orup
i to 4 minutes). Slight chewing motion

*Acidulated Phosphate Fluoride provides interproximal coverage. Remove

1.23% F lon tray(sl and have patient expectorate excess

gel. Infarm patlent not toeat, drink or rinse
for 30 minutes.

CAUTIOM: For Professional Office use only.

This product is not intended for home or
STR_AWBE R RY unsuparvised consurmer use,

WARNING: Keep out of reach of children, If
NET W 1602 more than is used for a fluoride application

is swallowed, get medical help or contact a
Poisan Comtrol Cantar right away.

store at contrglled room temperature:
Reorder Number 68-77°F (20-25°C), Prevent from freezing,

088—42 ?0 Shake well before each use,

™
PATTERSON *+D6620708842702K*
IFENTAL
Patterson Dental Supply, Inc. )
1031 Mendota Heights Road Made in U.5A,
Saingt Paul, MN 55120 0531126LA, R1-021712

PRINCIPAL DISPLAY PANEL - 454 g Orange Cream Bottle Label



PATTERSON
DENTAL

NDC# 50227-3271-6

60-Second
Fluoride Gel

(APF*)
*Acidulated Phosphate Fluoride
1.23% F Ion

ORANGE CREAM
NET WT.16 OZ

Reorder Number
088-4262

Manufactured for:
PATTERSON

DENTAL

Patterson Dental Supply, Inc.
1031 Mendota Heights Road
Saint Paul, MN 55120



o

PATTERSON

DENTAL

NDC# 50227-3271-6

60-Second
Fluoride Gel

(APF*)
*Acidulated Phosphate Fluoride
1.23% F lon

ORANGE CREAM

MNETWT. 16 0Z

Reorder Number

088-4262

Manufactred for:
0
PATTERSON
DENTAL
Patterson Dental Supply, Inc.
1031 Mendota Heights Road
Saint Faul, MN 55120

INDICATIONS: For topical appfication to ad
in the protection against dental caries,

CONTAINS: Flugride (Sodium Fluaride) -
1.23% wiw,

DOSAGE & ADMINISTRATION: Fill fluaride
tray with 2-3ml of flueride gel per arch. Dry
tooth surface and insert tray(s) in mouth.
Hawve patient bite down for 60 seconds (or up
o 4 minutes). Slight chewing motion
pravides interproximal coverage. Remove
trayis) and have patient expectorate excess
gel. Inform patient not to eat, drink or ringe
fior 30 minutes,

CAUTION: For Professional Office use only.
This praduct is not intended for home ar
unsugervised consumer use.

WARNING: Keep out of reach of children. if
more than is used for a Muoride application
is swallowed, get medical help or contact a
Poison Control Center right away.

Store at controlled room temparatura;
BE-TTF [20-257C). Prevent from freezing.
Shake well before each usea.

*+D6620708842622L*

Made in U.5.A.
05311270LA, R1-021712

PRINCIPAL DISPLAY PANEL - 454 g Marshmallow Bottle Label

PATTERSON
DENTAL

NDC# 50227-3261-6

60-Second

Fluoride Gel

(APF*)

*Acidulated Phosphate Fluoride
1.23% F Ion

MARSHMALLOW




NET WT.16 OZ

Reorder Number
088-4254

Manufactured for:
PATTERSON

DENTAL

Patterson Dental Supply, Inc.
1031 Mendota Heights Road
Saint Paul, MN 55120

NDC# 50227-3261-6

INDICATIONS: For topical application to aid
in the protection against dental caries,
- e c o n CONTAINS: Fluoride (Sodium Fluoride) - |
. 1.23% wihw. |
DOSAGE & ADMINISTRATION: Fill Muorida
u o I tray with 2-3ml of Nuoride gel per arch. Dry
tooth surface and insert tray(s) in mouth.
Hawe patient bite down for 60 seconds (or up

{'ﬁ'PF*} to 4 minutes). Slight chewing motion
*Acidulated Phosphate Fluoride pravides interproximal coverage. Remove
1.23% F lon trayis) and have patient expectorate axcass

gel. Inform patient not to eat, drink or ringe
for 30 minutes.

CAUTION: For Professional Office use anly,

This productis nat intended for home or
MA RSHMALLOW unsupervised consumer use,

WARNING: Keep out of reach of children, IF
HEEWL 1R more than is used for & fluoride application

is swallowed, get medical help orcontact a
Paison Coantral Center right away.

Store at controlled room tamperature:
Reorder Number 68-T7°F (20-25°C). Prevent from freezing.

088-42 54 Shake well before sach use.

N REA
A * w
+
PATTERSON D6620708842542M
DEMTAL
Patterson Dental Supply, Inc.
1031 Mendeta Heights Road Made in U.5.A,
Saint Paul, MM 55120 0531128LA, R1-021712

PRINCIPAL DISPLAY PANEL - 454 g Cherry Bottle Label



PATTERSON
DENTAL

NDC# 50227-3211-6

60-Second
Fluoride Gel

(APF*)
*Acidulated Phosphate Fluoride
1.23% F Ion

CHERRY
NET WT.16 OZ

Reorder Number
088-4353

Manufactured for:
PATTERSON

DENTAL

Patterson Dental Supply, Inc.
1031 Mendota Heights Road
Saint Paul, MN 55120



™

PATTERSON

BENTAL

NDC# 50227-3211-6

INDICATIONS: For topical application to aid
in the protection against dental caries.
" e c o n CONTAINS: Fluoride (Sodium Fluoride] -
. 1239 wiw,
I DOSAGE & ADMINISTRATION: Fill flucride
tray with 2-3ml of fluoride gel per arch. Dry

tooth surface and insert tray(s) in mouth.

(APF#) Have patient bite down for 60 seconds (or up
to 4 minutes). Slight chewing motion

*Acidulated Phosphate Fluoride providies interproximal coverage, Remove

1.23% F lon tray(s) and have patlent expectorate excess

gel. Inform patient not to eat, drink or rinse
for 30 minutes.

CAUTION: For Prafessional Office use enly,

This product is not intended for home or
CH ERRY unsupervised consumer use,

WARNING: Keep out of reach of children. If
LRt more than is used for a fluoride application

is swallowed, get madical help or contact a
Poison Control Center right away.

Store at controlled room temperature: ;
Reorder Number 68-77°F (20-25°C). Prevent from freezing.

08 8 -4 3 53 Shake well before each use.

L™ % b
4=
PATTERSON D6620708843532M
DENMTAL
Patterson Dental Supply, Inc. i
1031 Mendeta Heights Road Macle in U.5.A
Saint Paul, MM 55120 0531111LA, R-061112

PRINCIPAL DISPLAY PANEL - 454 g Piiia Colada Bottle Label

PATTERSON
DENTAL

NDC# 50227-3241-6

60-Second

Fluoride Gel

(APF*)

*Acidulated Phosphate Fluoride
1.23% F Ion

PINA COLADA



NET WT.16 OZ

Reorder Number
088-4346

Manufactured for:
PATTERSON

DENTAL

Patterson Dental Supply, Inc.
1031 Mendota Heights Road
Saint Paul, MN 55120

NDC# 50227-3241-6

INDICATIONS: For topical application to ald

in the protection against dental carles.
- e c 0 n CONTAINS: Fluoride (Sodium Fluoride) -

1.23% wiwe.

[ ]
F I u o r I d e G e I DOSAGE & ADMINISTRATION: Fill flucride
tray with 2-3ml of fluaride gel per arch. Dry

tooth surface and insert tray(s) in mouth.

(APF*) Have patient bite down for 50 seconds (or up
o 4 minutes), Slight chewing motion

*Acidulated P hﬂsph ate Fluoride provides interproximal coverage. Remaove

1.23% F lon tray(s) and have patient expectorate excess

gel. Inform patient not toeat, drink or rinse
for 30 minutes.

CAUTION: For Professional Office use only.

PINA COLADA i st

METWT. 16 OZ WARNING: Keep out of reach of children. If

more than is used for a fluoride application

is swallowed, get medical help or contact a

Poison Control Center right away.
Store at controlled room temperature:
Reorder Mumber B8-T7°F (20-25°C). Prevent from freezing,
088-4346 Shake well before each use.
L1 CROMEH G
™ 4
PATTERSON *+D66207088434620"
Patl.ers&-:l;'l De-nta-l Supply, Inc.
1031 Mendota Heights Road Made in U.5.A.
Saint Paul, MM 55120 0531114LA, R-061112

60-SECOND FLUORIDE MINT



sodium fluoride gel

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:50227-3221

Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Sodium Fluoride (UNIL: 8ZYQ1474W?7) (Fluoride Ion - UNI:Q80VPU4080) Fluoride Ion 123 mg inlg
Inactive Ingredients
Ingredient Name Strength

Water (UNIL: 059 QFO0KOOR)

MAGNESIUM ALUMINUM SILICATE (UNIL: 6 M3P64VONC)
Phosphoric Acid (UNI: E4AGA8884NN)

Hydrofluoric Acid (UNI: RGL5YE86CZ)

Anhydrous Citric Acid (UNIL: XF417D3PSL)

Xanthan Gum (UNI: TTV12P4NEE)

Xylito]l (UNI: VCQO06KQ1E)

Polysorbate 20 (UNIL: 7T1F30 V5YH)

SACCHARIN SODIUM DIHYDRATE (UNI: SB8ZUX40TY)
Sodium Benzoate (UNI: OJ245FE5EU)

Titanium Dioxide (UNIL 15FIX9 V2JP)

Product Characteristics

Color GREEN Score

Shape Size

Flavor MINT Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:50227-3221-6 454 g in 1 BOTTLE, PLASTIC

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
UNAPPROVED DRUG OTHER 01/01/1978

60-SECOND FLUORIDE GRAPE

sodium fluoride gel



Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:50227-3231

Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Sodium Fluoride (UNIL: 82YQ1474W?7) (Fluoride Ion - UNI:Q80VPU4080) Fluoride Ion 123 mg inlg
Inactive Ingredients
Ingredient Name Strength

Water (UNI: 059QF0KOOR)

MAGNESIUM ALUMINUM SILICATE (UNII: 6 M3P64VONC)
Phosphoric Acid (UNI: E4AGA8884NN)

Hydrofluoric Acid (UNI: RGL5YE86CZ)

Anhydrous Citric Acid (UNIl: XF417D3PSL)

Xanthan Gum (UNIL: TTV12P4NEE)

Xylitol (UNI: VCQO006KQ1E)

Polysorbate 20 (UNIL: 7T1F30 V5YH)

SACCHARIN SODIUM DIHYDRATE (UNIL: SB8ZUX40TY)
Sodium Benzoate (UNI: OJ245FE5EU)

Titanium Dioxide (UNIL: 15FIX9 V2JP)

Product Characteristics

Color PURPLE Score

Shape Size

Flavor GRAPE Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:50227-3231-6 454 g in 1 BOTTLE, PLASTIC

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
UNAPPRO VED DRUG OTHER 01/01/1978 10/01/2012

60-SECOND FLUORIDE BUBBLE GUM

sodium fluoride gel

Product Information



Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:50227-3251

Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Sodium Fluoride (UNIL: 8ZYQ1474W?7) (Fluoride Ion - UNI:Q80VPU4080) Fluoride Ion 123mg inlg
Inactive Ingredients
Ingredient Name Strength

Water (UNIL: 059 QFO0KOOR)

MAGNESIUM ALUMINUM SILICATE (UNI: 6 M3P64V0ONC)
Phosphoric Acid (UNI: E4AGA8884NN)

Hydrofluoric Acid (UNI: RGL5YE86CZ)

Anhydrous Citric Acid (UNII: XF417D3PSL)

Xanthan Gum (UNIL: TTV12P4NEE)

Xylitol (UNI: VCQO06KQ1E)

Polysorbate 20 (UNIL: 7T1F30 V5YH)

SACCHARIN SODIUM DIHYDRATE (UNI: SB8ZUX40TY)
Sodium Benzoate (UNI: OJ245FE5EU)

Titanium Dioxide (UNIL 15FIX9 V2JP)

Product Characteristics

Color PINK Score

Shape Size

Flavor BUBBLE GUM Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:50227-3251-6 454 g in 1 BOTTLE, PLASTIC

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
UNAPPROVED DRUG OTHER 01/01/1978

60-SECOND FLUORIDE STRAWBERRY

sodium fluoride gel

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:50227-3281



Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Sodium Fluoride (UNIL: 82YQ1474W?7) (Fluoride Ion - UNI:Q80VPU4080) Fluoride Ion 123 mg inlg
Inactive Ingredients
Ingredient Name Strength

Water (UNI: 059QFO0KOOR)

MAGNESIUM ALUMINUM SILICATE (UNIl: 6 M3P64VONC)
Phosphoric Acid (UNI: E4AGA8884NN)

Hydrofluoric Acid (UNI: RGL5YE86CZ)

Anhydrous Citric Acid (UNIl: XF417D3PSL)

Xanthan Gum (UNI: TTVI12P4NEE)

Xylitol (UNIl: VCQO006KQ1E)

Polysorbate 20 (UNIL: 7T1F30 V5YH)

SACCHARIN SODIUM DIHYDRATE (UNIl: SB8ZUX40TY)
Sodium Benzoate (UNI: OJ245FE5EU)

Titanium Dioxide (UNIL: 15FIX9 V2JP)

Product Characteristics

Color PINK Score

Shape Size

Flavor STRAWBERRY Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:50227-3281-6 454 g in 1 BOTTLE, PLASTIC

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
UNAPPROVED DRUG OTHER 01/01/1978 10/01/2012

60-SECOND FLUORIDE ORANGE CREAM

sodium fluoride gel

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:50227-3271

Route of Administration DENTAL



Active Ingredient/Active Moiety

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

Inactive Ingredients
Ingredient Name
Water (UNIL: 059 QFOKOOR)
MAGNESIUM ALUMINUM SILICATE (UNIL: 6 M3P64VONC)
Phosphoric Acid (UNI: E4AGA8884NN)
Hydrofluoric Acid (UNI: RGL5YE86CZ)
Anhydrous Citric Acid (UNII: XF417D3PSL)
Xanthan Gum (UNIL: TTV12P4NEE)
Xylito] (UNI: VCQO06KQ1E)
Polysorbate 20 (UNIL: 7T1F30 V5YH)
SACCHARIN SODIUM DIHYDRATE (UNI: SB8ZUX40TY)
Sodium Benzoate (UNI: OJ245FE5EU)
Titanium Dioxide (UNIL 15FIX9 V2JP)

Product Characteristics

Color ORANGE

Shape

Flavor ORANGE (Orange Cream)

Contains

Packaging

Basis of Strength Strength
Fluoride Ion 123 mg inlg

Strength

Score
Size

Imprint Code

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:50227-3271-6 454 g in 1 BOTTLE, PLASTIC

Marketing Information

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

UNAPPROVED DRUG OTHER

60-SECOND FLUORIDE MARSHMALLOW

sodium fluoride gel

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration DENTAL

01/01/1978

Item Code (Source) NDC:50227-3261



Active Ingredient/Active Moiety

Ingredient Name
Sodium Fluoride (UNIL: 82YQ1474W?7) (Fluoride Ion - UNI:Q80VPU4080)

Inactive Ingredients
Ingredient Name
Water (UNI: 059QFO0KOOR)
MAGNESIUM ALUMINUM SILICATE (UNIL: 6 M3P64VONC)
Phosphoric Acid (UNI: E4AGA8884NN)
Hydrofluoric Acid (UNI: RGL5YE86CZ)
Anhydrous Citric Acid (UNIl: XF417D3PSL)
Xanthan Gum (UNI: TTV12P4NEE)
Xylitol (UNIl: VCQO006KQ1E)
Polysorbate 20 (UNI: 7T1F30 V5YH)
SACCHARIN SODIUM DIHYDRATE (UNII: SB8ZUX40TY)
Sodium Benzoate (UNI: OJ245FE5EU)
Titanium Dioxide (UNI: 15FIX9 V2JP)

Product Characteristics

Color YELLOW

Shape

Flavor MARSHMALLOW

Contains

Packaging

Basis of Strength Strength
Fluoride Ion 123 mg inlg

Strength

Score
Size
Imprint Code

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:50227-3261-6 454 g in 1 BOTTLE, PLASTIC

Marketing Information

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

UNAPPRO VED DRUG OTHER

60-SECOND FLUORIDE CHERRY

sodium fluoride gel

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration DENTAL

Active Ingredient/Active Moiety

01/01/1978 10/01/2012

Item Code (Source) NDC:50227-3211



Ingredient Name
Sodium Fluoride (UNIL: 8Z2YQ1474W?7) (Fluoride Ion - UNI:Q80VPU4080)

Inactive Ingredients
Ingredient Name
Water (UNIL 059QF0KOOR)
MAGNESIUM ALUMINUM SILICATE (UNIL: 6 M3P64VONC)
Phosphoric Acid (UNI: E4AGA8884NN)
Hydrofluoric Acid (UNI: RGL5YE86CZ)
Anhydrous Citric Acid (UNIL: XF417D3PSL)
Xanthan Gum (UNIL: TTV12P4NEE)
Xylitol (UNI: VCQO006KQ1E)
Polysorbate 20 (UNIL: 7T1F30 V5YH)
SACCHARIN SODIUM DIHYDRATE (UNI: SB8ZUX40TY)
Sodium Benzoate (UNI: OJ245FE5EU)
Titanium Dioxide (UNIL 15FIX9 V2JP)

Product Characteristics
Color RED Score
Shape Size

Basis of Strength Strength
Fluoride Ion 123 mg inlg

Strength

Flavor CHERRY Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:50227-3211-6 454 g in 1 BOTTLE, PLASTIC

Marketing Information

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

UNAPPROVED DRUG OTHER

60-SECOND FLUORIDE PINA COLADA

sodium fluoride gel

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration DENTAL

Active Ingredient/Active Moiety
Ingredient Name
Sodium Fluoride (UNIL: 8ZYQ1474W7) (Fluoride Ion - UNI:Q80VPU4080)

01/01/1978
Item Code (Source) NDC:50227-3241
Basis of Strength Strength
Fluoride Ion 123mg inlg



Inactive Ingredients
Ingredient Name
Water (UNIL 059QFOKOOR)
MAGNESIUM ALUMINUM SILICATE (UNIl: 6 M3P64VONC)
Phosphoric Acid (UNI: E4GA8884NN)
Hydrofluoric Acid (UNI: RGL5YE86CZ)
Anhydrous Citric Acid (UNIl: XF417D3PSL)
Xanthan Gum (UNI: TTV12P4NEE)
Xylitol (UNIL: VCQO006KQ1E)
Polysorbate 20 (UNI: 7T1F30 V5YH)
SACCHARIN SODIUM DIHYDRATE (UNIL: SB8ZUX40TY)
Sodium Benzoate (UNI: OJ245FE5EU)
Titanium Dioxide (UNIL: 15FIX9 V2JP)

Product Characteristics
Color WHITE
Shape
Flavor COCONUT (Pina Colada)

Contains

Packaging
# Item Code
1 NDC:50227-3241-6

Package Description
454 g in 1 BOTTLE, PLASTIC

Marketing Information

Marketing Category
UNAPPRO VED DRUG OTHER

Labeler - patterson Dental Supply Inc (171843584)

Revised: 10/2012

Strength

Score
Size

Imprint Code

Marketing Start Date Marketing End Date

Application Number or Monograph Citation Marketing Start Date Marketing End Date

01/01/1978

Patterson Dental Supply Inc
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