TOPEX 60 SECOND FLUORIDE FOAM BUBBLE FUN- sodium fluoride aerosol,
foam

TOPEX 60 SECOND FLUORIDE FOAM GRAPE- sodium fluoride aerosol, foam
TOPEX 60 SECOND FLUORIDE FOAM SPEARMINT- sodium fluoride aerosol,
foam

TOPEX 60 SECOND FLUORIDE FOAM ORANGE CREAM- sodium

fluoride aerosol, foam

TOPEX 60 SECOND FLUORIDE FOAM STRAWBERRY- sodium fluoride aerosol,
foam

Dentsply LLC. Professional Division Trading as "Sultan Healthcare"

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.

Topex 60 Second Fluoride Foam

INDICATIONS AND USAGE

Topex® Fluoride Foams are indicated for topical application to teeth to aid in the
prevention of dental caries.

The non-acidic nature of Neutral pH (NaF) is recommended for patients with ceramic or
composite restorations.

DOSAGE AND ADMINISTRATION

1. Remove cap from can. If this is the first time using can, break the protective shipping
tab by gently lifting up the trigger.

2. Shake can thoroughly for at least 10 seconds before each use.
3. Completely invert can and slowly depress trigger to dispense foam into a fluoride tray

4. Air dry teeth thoroughly and insert tray into patient’s mouth. Have patient close into
the tray and use a slight chewing motion to ensure interproximal coverage.

5. Leave tray in contact with teeth between 1-4 minutes. Use a saliva ejector during
treatment to minimize ingestion of product

6. Remove tray after elapsed time and have patient expectorate. Instruct patient to
refrain from drinking, eating, or rinsing for 30 minutes after treatment.

Treatment frequency should not exceed 4 treatments per year.

DOSAGE FORMS AND STRENGTHS
APF topical Foam contains 2.73% sodium fluoride (1.23% fluoride ion).

NaF topical gel contains 2.0% sodium fluoride (0.9% fluoride ion).



CONTRAINDICATIONS

Hypersensitivity to fluoride. Do not use if patient has a known allergy to fluoride or any
of the other ingredients in this
product.

WARNINGS AND PRECAUTIONS

Do not swallow. Harmful if swallowed.

Keep out of reach of children.

This product is not intended for home or unsupervised consumer use.

Contents under pressure. Do not puncture or incinerate canister.

Safety and effectiveness below age 3 have not been established. There have been no
long-term animal studies with this product to evaluate carcinogenic, mutagenic, or
impairment of fertility potential.

Laboratory studies have indicated that repeated use of APF may dull porcelain,
composite restorations and sealants.

ADVERSE REACTIONS

Developing teeth of children under age 6 may become permanently discolored if
excessive amounts are repeatedly swallowed. The following adverse reactions are
possible in individuals hypersensitive to fluoride: eczema, atopic dermatitis, urticarial,
gastric distress, headache, and weakness.

OVERDOSAGE

If treatment dose is swallowed (less than 100 mg F ion), administer milk, limewater, or
calcium-type antacid. In case of larger doses, use ipecac syrup emetic and immediately
seek medical help.Overdose symptoms include nausea, vomiting, diarrhea, and
abdominal pain.

DESCRIPTION

Topex® Fluoride Foams are a family of topical fluoride foam products for professional
application in trays. The family consists of APF Foam (1.23% fluoride ion at a pH between
3.0-4.5) and Neutral pH Foam (0.9% fluoride ion at a pH between 6.5 -7.5). Topex®
Foam Fluoride products do not contain chlorofluorocarbon propellants.

STORAGE AND HANDLING

Store at 20°C - 25°C (68°F - 77°F); excursions permitted between 15°C - 30°C (59°F -
86°F) [See USP Controlled room temperature.]

MANUFACTURED FOR

Manufactured for:
Sultan Healthcare



1301 Smile Way * York, PA 17404 « USA
T oll Free: 800-637-8582 ¢ Phone: 201-871-1232
Fax: 201-871-0321 » www.sultanhealthcare.com

Made in USA

PRINCIPAL DISPLAY PANEL - Strawberry 4.4 oz

NDC 0699-0150-44

REF AD31150
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FLUORIDE FOAM

Strawberry &

APF TOPICAL FLUQRIDE SOLUTION
Acidulated Phosphated Fluoride
1.23% fluoride ion [pH 3.5)
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Topex
60 Second ruorioe Foam

Rx Only
INDICATIONS AND USAGE

For topicel spplicetion tm wld n the prevention of dertal caries.
DOSAGE ANE ADMPRSTRATION

Shake can thoroughly for at least 10 seconds before each use.
Hold can eompletely upshie down to dispense. Polnt can taward
applicator tray and slewdy press nozde tofill tray. Dry tooth surlace
and Insart thaw(s) Intd mouth. Hava patiant bite down for L minute
or up to 4 minutes. Rameve trayis} and have patiant emectorste
| =xcess Instruct patlant not 1o eat, drink, or rinse far 30 minutes.
Traatment fraquancy yoar.

This tapical foam containg 1.239% fivorkly kon,
CONTRAINDICATIONS

Do not use I patient has a known allergy to fluerkle or any of the

other Ingredients in this product,

WARNINGS ANT PRECAUTIGNS

* Do not swallow. Harmiul if swaliowsd.

*  Keep out of reach of children.

* This product ks not Intended for home or unsupervised
consumer usa.
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There have been no long-term animal studles with this product
o evakiate carcinogenic, mutagenk, or Impairment of fertility
potental. Laboratory studies hawe Indicated that repeated use
of APF may dull porcelain, compastte restorations and selants.

OVERDOSASE

If trestment doze Is swallowed {or |ess than 100 mg Fluorice fon),

emetic and Immediatety seek medical help. Cverdose symptoms
Inchide nauses, vomiting, diarrhea, and abdominal pain.
ADVERSE REACTIONS

of age &may
discolored If escessive amounts are repeatedly swallowed.
The following ndverse reactons are passible In Indiiduals
hypersensitive to flucride: eczema, atopic dermatiss, urticaril,
Rstric distress, headache, and weakness,
NGREDIENTS

Purifid Water, Heptaflucropropans Fropelant], Denatured Bl
f 10,

Glyenl 400, Crodafos MCASA-PA, Getyl Alhol, Sodkum Methyl Cacod
Tairats, Sodinn Phosphows Manobasie Manohyckats, Artical

STORAGE
Store t 20°C - 25° B8 - 7Pl exursions permitied bebween 15°C - 30°C
{(39°F - 2°F) [5ee USP Comtrolledd room tempereture |

administer mik, limewater, or cakchim-type antackl. In case of larger |
doses (more than 100 mg Aucriie fon}, administer pecac symup ||

Made In USA
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PRINCIPAL DISPLAY PANEL - Spearmint 4.4 oz

0011 SO0, R2072017

Topex

60 Second

FLUORIDE FOAM
Strawberry &



Topex
60 Second rLuorineFoan

RxOnly

NDC 0699-0151-44
REF AD31151 DUDHCATIONS AXD USAGE

For topical applicatian o ald In the prevention of demtal corles,
DOSAGE AND ADMIMISTRATION
Shake can thoroughly for at least 10 seconds before each use,
Hokl can complerely upside down to dispense. Point can toward
aoplicator tray and slowly press nowle to fill tray. Dry tooth surface
| and insert tray(s} inko mouth, Have patiant bite down for 1 minute
| or up to 4 minutes. Remove trayls) and have patient expectorate
exass, Instruct patlent nat to eat, drink, or rinse for 30 minutes.
a4 sy

DOSAGE FORMS AND STRENGTHS

This topleal foam contalins 123% fluoride fon.
CONTRAINDICATIONS

Do net use If patlent has a known allergy to fluaride or any of the
ather Ingredients In this praduct.

IMARNMGS AMD PRECALITIONS

*  De nat swallow. Harmful If swellowed.

*  Keep out of reach of children.

* This preduct Is not [ntended for home of Lnsuperdsed
consumer use.

pressure.

“Thers hva bean o kong-tarm ankmal studles with thls product

o evaluate carcinogenic, mutagenic, or impalment of fertility

potertial. Labaratory sturiies have Indicated that repeated use
d

Topex

60 Second

FLUORIDE FOAM
Spearmint @

OVERDOSAGE
N eatmant dosa I3 swallwad (or ket than 100 mg Auoride lon), |
adirniniatar mllk, lImawater, o caleium-typa shtaeld, In cam of brgar
dosas {mara than 100 mg Flucride lon), adminlster Ipacas sprup
ematle and Immadiataly sesk madical help. Ovardase symploms
Includa nausss, vomiting, diarrhaa, and abdsminal paln.
ADVERSE REACTIONS

of children aga & may
diseolorsd H escasshve amounts are rapeatadly  swallowsd.
Tha following adversa reactiors are possihla in indhiduals
hypersansitive to fluoride: eczama, atopic dermatitis, urticarlal,
gastric distress, haadacha, ahd wWikdkiviet.
INGREDIENTS

Topex

60 Second

FLUORIDE FOAM
Spearmint %

APF TOPICAL FLUORIDE SOLUTION
Acidulated Phosphated Fluoride
1.23% fluoride ion [pH 3.5)

Purified Water, Heptaflucropropanz {Propeliant), Denatured Ethyl

Aleshol  (Spearnirt), Sadium  Fluadde, Cradals (3410,

Polyethylene Glycol 400, Crodafos MCASA-PA, Cetyl Alcohol, Sodium
Taurate,

Sodium Berzoate

STORAGE
Store at 20°C - 25°C (S8F - 77°F); excursions permitted between
15°C- 30°C{59'F - B6°F] [See USP Controlled room temperature.]
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CONTAINS 1 CANISTER
NET WEIGHT: 4.4 0Z. (125 g)
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PRINCIPAL DISPLAY PANEL - Bubble Fun 4.4 oz



NDC 0699-0152-44

REF AD31152

Topex

60 Second

FLUORIDE FOAM

Bubble Fun @D

APF TOPICAL FLUORIDE SOLUTION
Acidulated Phosphated Fluoride
1.23% fluoride ion (pH 3.5)

CONTAINS 1 CANISTER
NET WEIGHT: 4.4 0Z. [125 g)
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INDICATIONS AND USASE

Far {opical application to aid in the prevention of dental carles.
DOSAGE AND ADMINISTRATION

Shaka can thoraughly for at least 10 saconds hofora sach usa.
Hald en complatsly upsida down 1o dispansa. Polrt can toward

and Insart trayis) Into mouth. Have patient bita down for 1 minute

or up ta 4 minutes. Aemava trey{s) and heve patient epactorste

axeass. Instruct patlant nox ta eat, drink, or rinsa for 30 minutes.

Trastmant fraquancy should ot desad 4 TTaatmants par yaar.

DOSASE FORMS AND STRENETHS

This tupical foam camtains 1.23% Avcride lon.

CONTRADHCATIONS

Da nat use I patient has a known allergy tm fiuorkde or any of the

other (ngredients In thiz product.

HARNNGS AMD PRECAUTIONS

* Do not swallow. Harmhul [f swallowsd.

©  Keep aut of reach of chiidren,

© This product |5 nat Intended for home or unsupervised
consumer use.

L P Do it

There have been no long-term animal studies with this product
0 evaluate carchogenic, mutagent, or Impalment of fertilty
potantial. Laboratory studles have Indfcated that repeated use
of APF may dull porcelaln, composite restorations and sealants.
OVERDOSAGE
If treament dase Is swallowed {or less than 100 mg Fuorkde lon),
administer milk, limewater, or aldum-type amadd. In case of larger
doses (more than 100 mg Fuorkie lon), administer ipecac syTup
emetic and Immediately seek medical help, Overdese symptoms
Indluse nausea, vomiting, diarthea, and abdominal pain.
ADVERSE REACTIONS
Developing teath of children under age & may become permanently
discolored  encessive amoums are repeatedy swallowed.
The fdlowing adverse reactions are possible In Indhviduals Topex‘
hypersenzitive to fluoride: eczema, atopk dermathils, wrticarial,
gastric distress, headache, and weakness.
B e 60 Second
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PRINCIPAL DISPLAY PANEL - Grape 4.4 oz



NDC 0699-0153-44

REF AD31153
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APF TOPICAL FLUORIDE SOLUTION

Acidulated Phosphated Fluoride
1.23% fluoride ion (pH 3.5)
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CONTAINS 1 CANISTER

NET WEIGHT: 4.4 0Z. {125 g)
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Topex
60 Second ruiorioeFoam

Rx Only

INDICATIONS AND USAGE
Far topical applkation to ald In the prevention of dental carles.
BOSASE AND ADMHWSTRATION

Shake can thoroughly for at least 10 seconds befors each wse.
Hold can completely upside down to dispense, Polit can taward
applkator tray and slowly press nozle ta fill fray. Dry tooth surface
and Insert trayls) Into mouth. Have patient bite down for 1 minute
or up to 4 minutes, Remave tray(s) and have patient enpectorate
. at, drink, or Anse for

' shoukl d year.

|| DOSASE FORMS AND STRENGTHS
This topical foam contalns 1.23% fluorids lon.
CONTRAINDICATIONS

Do not use f patient has 2 known allergy to fluoride or any of the
wother ingredients In this product.
ummmmnam
Do not swallow. Harmful if swal owed.
*  Keep out of reach of chikdren.
o This product 15 not Intended for home or unsupervised
conumer use.
O

Donot

There have beer no long-term animal studles with this product
t0 evaluate carchogenle, mumgenle, or Impalrment of fertilty
potential. Laharatory studles have indleated that repeated use
of APF may dull poreelain, eompnsite restorations and sealants.
OVERDOSAGE
If treatment dose Is swallowed {or less than 100 mg Fucride lon],
administer milk, i meveber, or cldum-type antacid. In case of larger
doses [more than 100 mg Auorkle lon), administer Ipecc syup
metic and Immediately seek medicl help. Overdose symptems |
Indue nausea, vomtting, diarrhes, and abdominal pain.
ADVERSE REACTIORES
teeth of childre

discolored I excessive amnums are mumdv swallowed.
The following adverse reactions are possible In Indmiduals
hypersensitive to fluoride: aczema, atoplc dermamis, urticanial,
gastric distress, headache, and weakness.
INGREDIENTS
Purifled Water, Heptafluoropropane {Propeliant), Denatured Elhrll
Acohol [Benzakdehyde), Sodlum Fluorids, Crodafos 03A-

s Gheiol 400, Crodafos MCASA-PA, Cetyl AlmhnL
Sndlum Matinyd Coeoyl Taurats, Sodium Phosphata Monabasie
Menahydrata, Artifidal Grapa Flaver, Sodium Saceharin, Sodium
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FLUORIDE FOAM
érape

Benaozte
STORASE
Store at20"C-25°C (B8'F- 77°F); excursions permitied between 15°C- 3°C
(59°F- 86'F) [See USP Controlled room temperature.]
Made InUSA
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PRINCIPAL DISPLAY PANEL - Orange Cream 4.4 oz



616”§XGCOnd FLUORIDE FOAM
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NDC 0699-0154-44 INORCATIONS AND USASE

REF AD31154 For topical spplicution ta eld o the prevention of dertel caries.
DOSAGE AND ADMINISTRATION

Shaka can thoroughly for at least 10 samands bafor each usa.
Hold can compiataly Lpskia down 1o dispensa. Polnt can tawand
applicator tray and siwly prats nozzia ta il tray. Dry tooth surtaca
and Insart: trayis) Inte mouth. Hava patiant bite down for 1 minvta
or up 1o 4 minutes. Ramove trayis) and have patlant mpectorta
anans. Infnuct patiant not to eat, drink, or rinsa for 30 minutas.
Treatmeni frequency shoukd not excaed 4 treatments per year.
DOSASE FORMS AND STRENGTHS

This tapleal foam cantains 1.23% fluarida lon.
CONTRAINDICATIONS

Da nat usa If patlant has & knawn alkrgy ta fluorkia or any of tha

‘other ngradiants In this product.

WARNINSS AND PRECALTIONS

= Donotswallow. Harmiul I sualiowsd.

= Kaap aun of raach of childran.

= This prodice | not Intendad for homa or unsuparvisad
BORIIMAr Use.

= Contents under pressure. Do not puncture or helnerate can.
Safety 3 have not
There have been no long-term animal studies with this product
to evaluzte carcinogenic, mutagenk, or Impairment of fertility

potential, Laboratory studies have Indicated that repeated use
of APF may dull porcebain, composite restorations and sealartts.
OVERDOSAGE
If tregtment dose & paliowsd {or legs than 100 mg Fluoride fon},
wdminigter milk, limpwater, or calchim-typas sntacid. in cass of larger
dases (more than 100 mg Fucride lan), administer fecsc syrup
emetic and immedistely seskc medical help. Cverdose symptoms
inclucl nawsas, vamiting, dlsrrhes, and abdaminal pain.
AITVERSE REACTIONS

Topex

60 Second |
FLUORIDE FOAM !
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tosthof sge Bmay
discglorad F peasshe amounts s epeviedly swallowed,
The folowing sdverss resctions am possible In Individusk:
hypersensitin to fluorkle: ecema, stoplc dermatitls, urticerfal,
gasiric distress, hesdache, and weakness.
NGREINENTS
Purified Water, Heptafluoropropane {Propellant), Denatured Ethyl
Alcohol (Benzaklelwde), Sodum Fuoride, Crodafos 03A4Q,
Polyethylene Glycol 400, Crodafos MCASA-PA, Arfidal Drange
Cream Flavor, Cetyl Aleohol, Sodium Methyl Cocoyl Taumte,
Sodium Phosphste Monobasic Manchydrats, Sodium Saceharin,

Topex
60 Second

FLUORIDE FOAM
Orange. Cream ,

APF TOPICAL FLUORIDE SOLUTION
Acidulated Phosphated Fluoride
1.23% fluoride ion [pH 3.5)
Beonly|

Sodium Benzoate
STORAGE
Storeat 20°C- 25°C (88 - 77'F); excursions permitted between 16°C- %'
[59°F - BE'F) [See USP Centrolled oo tetmperatre |
« for SDSand DFL,
SHAKE WELL
‘ SEFORE USE

INVERT CAN
COMPLETELY
TO DISPENSE

s
@ Danger:Extremely flammable aercsol.

Contalns Gas Under pressure; may
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TOPEX 60 SECOND FLUORIDE FOAM BUBBLE FUN

sodium fluoride aerosol, foam

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:0699-0152

Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SODIUM FLUORIDE (UNII: 8ZYQ1474W7) (FLUORIDE ION - UNI::Q80VPU4080) FLUORIDE ION 27.3mg inlg




Inactive Ingredients

Ingredient Name
CETYL PHOSPHATE (UNIl: VTO7D6X670)
STEARIC ACID (UNII: 4ELV7Z65AP)
SACCHARIN SODIUM (UNIl: SB8ZUX40TY)
POLYETHYLENE GLYCOL 400 (UNII: B6978945SGQ)
CETYL ALCOHOL (UNII: 936)ST6JCN)
OLETH-3 PHOSPHATE (UNIl: 8Q0Z18J1VL)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNIl: OJ245FE5EU)
SODIUM METHYL COCOYL TAURATE (UNII: JVL98CG53G)
SODIUM PHOSPHATE, MONOBASIC, MONOHYDRATE (UNIl: 593YOG76RN)
BENZALDEHYDE (UNIl: TA269SDO04T)
APAFLURANE (UNII: R40P36GDK6)

Product Characteristics

Color WHITE Score
Shape Size
Flavor BUBBLE GUM (Bubble Fun) Imprint Code
Contains
Packaging
# [Item Code Package Description Marketing Start
Date
1 NDC:0699-0152 4 i 1 gox 01/01/1997
1 125 g in 1 CAN; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
UNAPPROVED DRUG
OTHER 01/01/1997
TOPEX 60 SECOND FLUORIDE FOAM GRAPE
sodium fluoride aerosol, foam
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source)

Route of Administration DENTAL

Strength

Marketing End
Date

Marketing End
Date

NDC:0699-0153



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SODIUM FLUORIDE (UNIl: 82YQ1474W7) (FLUORIDE ION - UNII:Q80VPU4080) FLUORIDE ION 27.3mg inlg

Inactive Ingredients

Ingredient Name Strength
SACCHARIN SODIUM (UNIl: SB8Z UX40TY)
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
CETYL ALCOHOL (UNII: 936JST6JCN)
OLETH-3 PHOSPHATE (UNIl: 8Q0Z18J1VL)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SODIUM METHYL COCOYL TAURATE (UNII: JVL98CG53G)
SODIUM PHOSPHATE, MONOBASIC, MONOHYDRATE (UNIl: 593YOG76RN)
BENZALDEHYDE (UNIl: TA269SDO04T)
APAFLURANE (UNII: R40P36GDK®6)
CETYL PHOSPHATE (UNIl: VT07D6X670)
STEARIC ACID (UNII: 4ELV7Z65AP)

Product Characteristics

Color WHITE Score
Shape Size
Flavor GRAPE Imprint Code
Contains
Packaging
# Item Code Package Description PRI EEILE) AEREELE, 20
Date Date
1 NDCI0699-0153 4 i 1 gox 01/01/1997 02/12/2018
1 125 g in 1 CAN; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
UNAPPROVED DRUG
OTHER 01/01/1997 02/12/2018

TOPEX 60 SECOND FLUORIDE FOAM SPEARMINT

sodium fluoride aerosol, foam

Product Information



Product Type HUMAN PRESCRIPTION DRUG Item Code (Source)

Route of Administration DENTAL

Active Ingredient/Active Moiety

NDC:0699-0151

Ingredient Name Basis of Strength Strength

SODIUM FLUORIDE (UNIIl: 82YQ1474W7) (FLUORIDE ION - UNI:Q80VPU4080) FLUORIDE ION

Inactive Ingredients

Ingredient Name
APAFLURANE (UNIl: R40P36GDK6)
CETYL PHOSPHATE (UNIl: VT07D6X670)
SACCHARIN SODIUM (UNII: SB8Z UX40TY)
POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)
CETYL ALCOHOL (UNII: 936)ST6JCN)
OLETH-3 PHOSPHATE (UNII: 8Q0Z18J1VL)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SODIUM METHYL COCOYL TAURATE (UNII: JVL98CG53G)
SODIUM PHOSPHATE, MONOBASIC, MONOHYDRATE (UNII: 593YOG76RN)
BENZALDEHYDE (UNIl: TA269SDO04T)
STEARIC ACID (UNII: 4ELV7Z65AP)

Product Characteristics

Color WHITE Score
Shape Size
Flavor MINT (Spearmint) Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start
Date
1 NDC0699-0151 4 i 1 gox 01/01/1997
1 125 g in 1 CAN; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
UNAPPROVED DRUG 01/01/1997

OTHER

27.3mg inlg

Strength

Marketing End
Date

Marketing End
Date



TOPEX 60 SECOND FLUORIDE FOAM ORANGE CREAM

sodium fluoride aerosol, foam

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:0699-0154
Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SODIUM FLUORIDE (UNII: 8ZYQ1474W7) (FLUORIDE ION - UNIl:Q80VPU4080) FLUORIDE ION 27.3mg inlg

Inactive Ingredients

Ingredient Name Strength
CETYL PHOSPHATE (UNII: VTO7D6X670)
STEARIC ACID (UNII: 4ELV7Z65AP)
SACCHARIN SODIUM (UNIl: SB8Z UX40TY)
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
CETYL ALCOHOL (UNII: 936JST6JCN)
OLETH-3 PHOSPHATE (UNIl: 8Q0Z18J1VL)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SODIUM METHYL COCOYL TAURATE (UNII: JVL98CG53G)
SODIUM PHOSPHATE, MONOBASIC, MONOHYDRATE (UNIl: 593YOG76RN)
BENZALDEHYDE (UNIl: TA269SDO04T)
APAFLURANE (UNII: R40P36GDK6)

Product Characteristics

Color WHITE Score

Shape Size

Flavor ORANGE (Orange Cream) Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Marketing End
Date Date

1 NDC:0699-0154- 4 4 4 gox 01/01/1997 01/31/2022

1 125 g in 1 CAN; Type 0: Not a Combination

Product

Marketing Information

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



UNAPPROVED DRUG

OTHER 01/01/1997

TOPEX 60 SECOND FLUORIDE FOAM STRAWBERRY

sodium fluoride aerosol, foam

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source)

Route of Administration DENTAL

Active Ingredient/Active Moiety

NDC:0699-0150

Ingredient Name Basis of Strength Strength

SODIUM FLUORIDE (UNIIl: 82YQ1474W7) (FLUORIDE ION - UNI:Q80VPU4080) FLUORIDE ION

Inactive Ingredients

Ingredient Name
SACCHARIN SODIUM (UNII: SB8Z UX40TY)
POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)
CETYL ALCOHOL (UNII: 936)ST6JCN)
OLETH-3 PHOSPHATE (UNII: 8Q0Z18J1VL)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
STEARIC ACID (UNII: 4ELV7Z65AP)
SODIUM METHYL COCOYL TAURATE (UNII: JVL98CG53G)
SODIUM PHOSPHATE, MONOBASIC, MONOHYDRATE (UNIl: 593YOG76RN)
CETYL PHOSPHATE (UNII: VTO7D6X670)
BENZALDEHYDE (UNIl: TA269SDO04T)
APAFLURANE (UNII: R40P36GDK®6)

Product Characteristics

Color WHITE Score

Shape Size

Flavor STRAWBERRY Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start
Date

1 NDC0699-0150 4 in 1 ox 01/01/1997

1 125 g in 1 CAN; Type 0: Not a Combination

Product

27.3mg inlg

Strength

Marketing End
Date



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
UNAPPROVED DRUG
OTHER 01/01/1997

Labeler - Dentsply LLC. Professional Division Trading as "Sultan Healthcare" (167087753)

Establishment
Name Address ID/FEI Business Operations
ISncciarra Laboratories, 824900369 I(\)/If_rl)\l4U)FACTURE(0699-0151, 0699-0150, 0699-0152, 0699-0153, 0699-

Revised: 1/2024 Dentsply LLC. Professional Division Trading as "Sultan Healthcare"
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