ORAL B MINUTE-FOAM BUBBLE GUM- sodium fluoride solution
ORAL B MINUTE-FOAM MELLOW MINT- sodium fluoride solution
ORAL B MINUTE-FOAM ORANGE-A-TANGY- sodium fluoride solution
ORAL B MINUTE-FOAM STRAWBERRY- sodium fluoride solution
ORAL B MINUTE-FOAM GRAPE- sodium fluoride solution

YOUNG DENTAL MANUFACTURING CO 1, LLC

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.

Oral B Minute-Foam Soultion

Description

Minute-Foam® is a flavored aqueous foaming solution of acidulated phosphate sodium
fluoride with an optimized low pH and a fluoride ion

concentration of 1.23% w/w.

Inactives

Purified water

Poloxamer 407
Cocamidoprophyl betaine
Xylitol, sucralose
Sodiumphosphate monobasic
Flavor

Indication and Usage

Warnings

e DO NOT SWALLOW.

e Keep out of reach of children. In the event more than the treatment dose is
swallowed, administer calcium (e.g.milk) and get medical help or contact a Poison
Control Center right away. Avoid spraying towards open flame.

e Contents under pressure. Do not puncture or incinerate. Do not expose to heat.

e Store at temperatures between 59-86°F

e (15-30°C). Keep from freezing.

Product Label for Minute-Foam Bubble Gum



SIDE PANEL

FRONT DISPLAY PANEL

SIDE PANEL

BLEED

I, i

I DESCRIPTION : Cral-8 Minute-Foam® eat
e sofution aguelse moussante aromatisée
contenant du fuorore oe sodium phosohord

I ACiE avel pH optimise has et
concentration d'ons fucrure & 1.23 % /o

INGREDIENT ACTIF MEDICAMENTEUX :
I Fluorure de phosphate acidulé (fluorure o

sodiim) & 1,23 % pip oions de fuorire.

INGREDIENT INACTIF/
NON-MEDICAMENTEUX : Eau purifige,

I pofawamer 407, bétaine de cocamidopromd,
xylitol, sucralose, phogohate de sodivm
monobasigue, savenr

INDICATIONS ET MODE D'EMPLOS :
I Apofiguer fa solition moussante pour aider &
prévenir la carie dentaire.

AVERTISSEMENTS : NE PAS AVALER.

I Tenir hors de fa porlée des enfanls. £n
tas ¢ ingestion o' une quantite superieire 4 1a
guantité recommandée, donner du eafeinm
(o faft, par exemple) et consufter sans délal

I L médecin ou un centre antivoison. Eviter
de vaporiaer fe produt en direction & e
flarmme nire. Conteny sous pression.

I [ econtenant ne doit pas 8tre percé i jeté au
few. Le contenant ne doit pas Sre exposd 4 la
chalelr Conserver & ine température de 15
&30 0 (584 66 °F). Ne pas congefer

I FOSOLOGIE ET ADMNISTRATION :
Apaliguer fa mousse pendant 7 & 4 minutes.
POUR PLUS DE DETAILS, CONSULTER LA

I NOTICE DACCOMPAGNEMENT DU
PRODUIT

USA/E-U : Manufactured forfFabriqué

pourYoung Dental Manufactuning 1, LLC,

Earth City, M0 83045

Canada : Distr. by/par : Lomas Logistics,
I hississauga, ON LoL 577

TRIM LINE

NEW AND IMPROVED FORMULA

Better F finF

NDG 0275-0345-06

. Minute-Foam.

Topical Fluoride

I Foaming Solution*
Solution moussante
topigue au Huorure ™

NP 02048757

I “{Acidulated Phosphate Fluoride
Containing 1.23% wiw Fluorida lon)
*[Fliorura da phosphate acidué

I Contient 1,23 % b dlons de fluors)

Rx only (in USA) -
Sur artdonna nce seulement (aux £-U)
I For profassional usa only.

Shake vigorously befora each use.
faap from freazing

I Pour ysagse professionnd saufsmant

Secouer fa boutaile vigourausamant
avant dadministrer fa produit
Gardard fabi g gef

| Bubble Gum ™=

Gomime a bulles

165 g (5.8 0z)

NOUVELLE FORMULE AVELIOREE

DESCRIPTION: Oral-B Minutz-Foarm®is a
flavored agueous foaming solution of
acidulated phosphate sodium fluonde with
an optimizad low pH and a fluoride jon
concentration of 1.23% wfw.
ACTIVE/MEDICINAL INGREDIENT: Acidulated
phosphate fluorida (sodium fluorde) 1.23%
wiiw fluoride ion.
INACTIVE/NON-MEDICINAL INGREDIENTS:
Punfiad watar, poloxamer 407,
cocamidopropyl betaing, xylitol, sucralose,
sodium phosphate monobasic, flavor,
INDICATIONS AND USE: A topically applisd
foaming solution to aid 0 the pravantion of
dantal caries.

WARNINGS: DO NOT SWALLOW. Keep out of
I reach of children. In the avent mare than

the treatment dose is swallowead, administer
caleium (2.9, milk) and gat madical halp or
contact a Poison Contral Cantar right away
Pyoid spraying towards opan flams.
Contents under pressure. Do not punciure or
incingrate. Do not expose to heal, Store at
temperatures batween 59-86°F (15-30°C).

I kaap fram fraezing

DO SAGE AND ADMINISTRATION:
Apply foam 1-4 minutas

I SEE PRODUCT INFORMATION LEAFLET FOR
COMPLETE DETAILS

I 75074548

Quastions?
1-844-305-0846

Madg in USA

I 655811 2950334 Rev 1072014

\
I

=/

Product Label for Minute-Foam Mellow Mint




SIDE PANEL

FRONT DISPLAY PANEL

SIDE PANEL

BLEED

Sl

I DESCRIPTION : Oral-5 Minute-Foam® est
e solition aguelss Moussante aromatisé e
contenant au fluorure de sodivm phosphoré

I acigulé aver pH aptimisé bas et
roncentration d'ions fluorure & 1,23 % mip

INGREDIENT ACTIF/MEDICAMENTEUX :
I Fluorure de phosphate acidulé (fuorure de

sodium) & 1,23 % pib dions de fluorure.

INGREDIENT INACTIF/
NON-MEDICAMENTEUX - Eau puriiige,

I pofoxamer 407, Bétaine de cocamidanromd
xyiitol, sucralose, phosphate de sodivm
MoNOBASIGUE, SaVElrs.

INDICATIONS ET MOBE D'EMPLOS :
I Apoliguer fa sofution motssante pour aider &
prévenir fa care dentaire

AVERTISSEMENTS : NE PAS AVALER.

I Tenir hors de fa portée des enfants. £n
cas dingestion o’ une quantité supérieure & fa
quantité recommandée, donner du calcium
(e fait, par exemple) el consufter sans défal

I L médecin ou bn centre antipoison. Eviter
te vaporiser le produtt en direction o ling
flamme nie. Content sous pression.

I L econtenant ne doit pas e perce nf jeté au
feu Le contenant he doit paz éire expost 4 la
chaleur Conserver & une températiye de 15
&30 7 (58 4 86 °F). Ne pas congeler

I FOSOLOGIE ET ADMINISTRATION :
Appliguer fa mowase pendant T 44 minutes.
POUR PLUS DE DETAILS, CONSULTER LA

I NOTICE DACCOMEAGNENENT DU
PROOUIT
USAE-U - Manufactured forfFabngus
pourYoung Dental Manufacturing 1, LLC,

I Earth City, MO 63045
Canada : Distr byfpar : Lomas Logistics,

I Mississauga, ON L5L 577

TRIM LINE

NEW AND IMPROVED FORMULA
 NOUVELLE FORMULE AWELIOREE.

il

. Minute-Foam.

Topical Fluoride

I Foaming Solution*
Sofution moussante
topigue au fluorure®

I *{Acidulated Phosphate Fluorida
Cortaining 1.23% w/w Fluoride lon)

*iFlorure de phosphate acidulé
I Contiant 1,28 % pp dions deflvorur)

Rx only {in USA) ;
Sur erdonrance senfement (aux E-U)
I For professional use only.

Shake wigorously bafora sach Lse.
Kaap from freezing.

I Pour usage professionn & sadament.

Sacouar fz boutelle vigoursusam ant
gvant dadminisirer fa progtit.
Gardard fabd i gal

| Mellow Mint =g
Menthe légére >

165 g (5.8 02)

DESCRIPTION: Oral-B Minute-Foam®is a
flavorad aguaous foaming salution of
acidulatad phosphate sodium flucndes with
an aptimized low pH and a fluorida ion
concentration of 1.23% w/w
ACTIVE/MEDICINAL INGREDIENT: Acidulatad
phosphate fluorids (sodium fluonde) 1.23%
wifw fluonde ion.
INACTIVE/NON-MEDICINAL INGREDIENTS:
Purified water, poloxarmer 407,
cocamidopropyl betaing, xylitol, sucraloss,
sodium phosphata monobasic, flavors.
INDIGATIONS AND USE: A topically appliad
I foaming solution to aid in the pravention of
dantal caries..

WARNINGS: DO NOT SWALLOW. Keep out of
I reach of children. In ths avent mars than

the treatment dose is swallowead, administer
calcium (.. milk) and get madical help or
contact a Poison Control Cantar right away.

I Avoid spraying towards open flame.
Contents under pressure. Do not puncture or
incinarate. Do not expose fo heat, Stora at
tenperatures batween 53-86°F (15-30°C).

I Kaap from freezing.

DO SAGE AND ADMINISTRATION:
Apply foam 1-4 minutes

I SEE PRODUCT INFORMATION LEAFLET FOR
COMPLETE DETAILS

I 75074561

Cuestions?
I 1-844-305-08486

I Mads in USA

655817 2950354 Rev10/2014

\
I

__I)

Product Label for Minute-Foam Orange-A-Tangy




SIDE PANEL

FRONT DISPLAY PANEL

SIDE PANEL

BLEED

A

I DESCRIPTION : Cral-8 Minute-Foam® est
Lne solution aguelse moussante arcrmatiaée
contenant o fluorire o sodium phosphoré

I acidulé avee pH oplimisé bas et
concentration d'fons fucrire 8 1,23 % pip.

INGREDIENT ACTIF/MEDICAMENTEUX :
I Flugrure de phosphate aciawlé (fuorure de

sodium) & 1.23 % pio dions de fluorure.

INGREDIENT INACTIF/
NON-WMEDICAMENTEUX : Cau purifice,

I pofoamer 407, betaine de cocamidoprome
xyplital sucrafose, phosohate oe sodium
monobasigue, saveur,

INDICATIONS ET MODE D'EMPLOS :
I Apofiguer [2 solition moussante pour aider &
orévenir fa care dentaie.

AVERTISSEMENTS : NE PAS AVALER.

I Tenir hors de fa portée des enfanis. £n
cas dingestion " une quantite supérielre 4 /a
Fuantité recommandée, donner du calcinm
(o faft, par exemple] et constifter sang défal

I un médecin ou un centre antipaison. Eviter
de vaporiser fe prodult en direction d'une
flarmme nue. Conteny sous pression.

I Lecontenant ne doit pas Stre pered nijelé ad
el Le contenant ne doit pas éve exposé &/4
chalenr Conserver & une tempdrature de 15
& 307 {59 & 85 °F). Ne pas congefer,

I FOSOLOGIE ET ADMINISTRATION :
Appfguer fa mousse pendant T 2 4 minutes.
POUR PLUS DE DETAILS, CONSULTER LA

I NOTICE DPACCOMPAGNEMENT DU
PRODUST
USAE-U : Manufactured for/Fabriqué
pourYoung Dental Manufactunng 1, LLC,

I Earth City, M0 63045

Canada : Distr. by/par: Lomas Logistics,
I Mississauga, ON L5L 527

TRIM LINE

NEW AND IMPROVED FORMULA
NOUVELLE FORMULE /?MEUUFEE :

~Now Sacshan it

NOC 0373-0342-06

Oral 8- :
Minute-Foam. |

Topical Fluoride
Foaming Solution* |

Solution moussante ( .

topigue au fluorure* :

MNPN 02048787

*{Acidulatad Phosphate Fluorice |
Containing 1.23% wiw Fluoride lon)

*(Fhrorure de phosphate acidulé

Contisent 7,23 % pip dions defluorurs) |

Rx only (in USH) =
Sur ordenrance senfement (aux £-U) c !i |
Pour usage professionng sauemant |
Sacowar iz boutallavigourausament

vant o administrer fa progul,
Gardara Crbri ol gef,

For profassional use only
Shaka wigorously hafora sach uss.
Kaap from fraezing.

—

DESCRIFTION: Oral-B Minute-Foam®is a |
flavored agueous foaming solution of
acidulatad phosphate sodium fluorids with

an optimized low pH and a fluoride ion
concentration of 1.23% wfw. |

ACTIVE/MEDICINAL INGREDIENT: Acidulated
phosphate fluoride (sodium fluonde) 1.23%
wiw fluonde ion. |

INACTIVE/NON-MEDICINAL INGREDIENTS:
Purifiad water, poloxamer407,

cocamidopropy! betaing, xylitol, sucraloss, |
sodium phosphate monobasic, flavor

INDICATIONS AND USE: A topically applisd
foaming solution to aid in the prevention of
dantal caries. |

WARNINGS: DO NOT SWALLOW. Keep out of
reach of children. In the svent mare than

the treatment dose is swallowad, administer
calcium {e.g. milk) and get madical help or
contact a Poison Control Canter right away
Buoid spraying towards opan flams.

Contents under pressure. Do not puncture or |
incinerata. Do not exposs to heat, Store at
ternperatures batween 59-887F (15-30°C).

keep from freezing. |
DOSAGE AND ADMINISTRATION:

Apply foam 1-4 minutas.

SEE PRODUCT INFORMATION LEAFLET FOR
COMPLETE DETAILS. |

| 75074563 |

Questions?
1-844-305-0946 |

IMade in USA |

655819 2050364 Rev 10/2014

__I)

Product Label for Minute-Foam Strawberry




SIDE PANEL

FHUN I DISFLAT FANEL

SIUE FANEL

BLEED

(

I DESCRIPTION : Oral-8 Minute-Foam® est
ihe solution agueuse moussante aromatiaée
contenant du fluorure de sodium phosphaoré

I acidulé avec pH aptimisé bas et
concentration o fona fluorure 4 1,23 % p/b.

INGREDIENT ACTIF/MEDICAMENTEUX :
Fluorure de phosphate acidulé (Huorure de
I sodium) & 1,23 % pd dions de fluorure

INGREDIENT INACTIF/
NON-MEDICAMENTEUX : Cau purifige,

I polaxamer 407, bétaine de cocamidopropyl,
xyiitol, sucralose, phosphate de sodium
maonobasigue, savew,

INDICATIONS ET MODE D'EMPLOS :
I Apoliguer fa solition molssante ponr aider 2
prévenir la care dentaire.

AVERTISSEMENTS : NE PAS AVALER.

I Tenir hors de fa portée des enfanis. £n
caz dingestion o ine QUantite aupérienre & fa
quantité recommandée, donner du caloiim
{dulart par exernole) et consufter sang délal

I un médecin ou un centre antipoison. Eviter
de vapariser (e produit en direction d’ine
flarnme nie, Contenl sous pression.

I Lecontenant ne doit pas &lre percé nijeté au
feu Le contenant ne doit pas Sire expost 4 fa
chalenr. Congerver & une tempdrature de 75
&30 T (58 4 86 °F). Me pas congefer.

I POSOLOGIE ETADMINISTRATION :
Apoliguer fa mousae pendant T &4 minutes.
POURPLUS DE DETAILS, CONSULTER L4

I NOTICE DPACCOMPAGNEMENT DU
PROOUIT
USASE-U : Manufactured forFabrigus
pourYoung Dantal Manufactunng 1, LLC,

I Earth City, MO 63045

Canada : Distr. byfpar ; Lomas Logistics,
I Missiszauga, OM L5L 577

TRIM LINE

NEW AND IMPROVED FORMULA
NOUVELLE FORMULE AMELIOREE

NOG 027 3-0348-06 HPN 020487 57

e
. Minute-Foam.
| S e

Solution rmoussante
topigue au fluorure

| *{Acidulated Phosphats Fluorida
Containing 1.23% w/w Fluorida lon)
*(Flworira de phosphate acidulé

| Condiant 1,25 % p/in dlons datfivorura)

Rx only (in USA) 5
Sur artfonrance sewfement (aux E-U.)

| For profassional use only.
Shakea wigorously bafore sach use.
Kaep from freszing.

| Four usage professionnd saulamant.
Secouerfz boutalle vigoursusameant
avant dadministiar fe produt
Gardara abi gl gel

Strawberry
Fraise

165 g (5.8 0z}

Oral 8- Rd

DESCRIPTION: Oral-B Minute-Foam®is a
flavorad aguaous foaming solution of
acidulatad phosphate sodium fluonde with
an optimized low pH and a fluoride ion
concgntration of 1.23% wiw.
ACTIVE/MEDICINAL INGREDIENT: Acidulated
phosphate fluoride (sodium fluonde) 1.23%
I wifw fluonds ion
INACTIVE/NON-MEDICINAL INGREDIENTS:
I Funfied water, poloxamear 407,

cocamidopropyl bataing, xalitol, sucralose,
sodium phosphate monobasic, flavor.

INDICATIONS AND USE: A topically applisd
I foaming solution 1o aid in the prevention of
dental carigs..

WARNINGS: DO NOT SWALLOW. Keep out of
reach of children. In the avent maore than

I tha treatment dose is swallowad, administar
calciurm (e.g. milk) and getmeadical help or
contact a Poigon Contral Cantar right away.
Ayoid spraying towards open flame.

I Contents under prassurz. Do not punciurg or
incingrate. Do not expose to heat, Stora at
temperaturas between 59-88°F (15-30°C).

I Keep from fraezing.

DOSAGE AND ADMINISTRATION:
Apply foam 1-4 minutas,

I SEE PRODUCT INFORMATION LEAFLET FOR
COMPLETE DETAILS.

I 75074567

: Qusastions?
i 1-844-305-0846

I Made in USA

y 655821 2950374 Rsv 1072014

\
I

Product Label for Mint-Foam Grape




SIDE PANEL

FRONT DISPLAY PANEL

SIDE PANEL

BLEED

-

| DESCRIPTION : Oral-8 Minute-Foam® est
une solittion aqueuse moussanie aromalisée
contenant du fluarure de sodium phasphoré

| acidulé aver pH aptimiaé bas et
concentration oions fuarure & 1.23 % pip

INGREDIENT ACTIF/ME DICAMENTEUX -
| Fluorure de phosphate acidié (fluorure de

sodium) 4 1,23 % pib dions de fuorure.

INGREDIENT INACTIF/
NON-MEDICAMENTEUX : Cau purifige,

| pofovamer 407, bétaine de cocamidopropyd
xylital, sucralose, phosphate de sodivm
monobasigle, Saveur.

INDICATIONS ET MODE D'EMPLOS :
| Appliguer fa solution moussante pour aider &
prévenir fa carfe dentaire.

AVERTISSEMENTS : NE PAS AVALER.

| Tenir hors de la portée des enfants. £n
cas dingestion d’une quantité supérieure 4 fa
quantité recommandée, donner du caleium
oy lait, par exemnple) et consufer sans qélal

| un médenin ou un centre antipoison. Eviter
de vaparizer le produst en divection dune
famme nue. Conteny sous pression

| L econtenant ne doit pas Btre percé nijeté au
fen. Le contenant ne doit pas Slre exposé 4 la
chaleur. Conserver & une température de 15
&30 7 (59 & 86 °F). Me pas congeler,

| POSOLOGIE ETADMINISTRATION :
Appiiquer la mousse pendant 1.2 4 minutes
POUR PLUS DE DETAILS, CONSULTER LA

| NOTICE DACCOMBAGNEMENT DU
PRODUIT
USAE-U » Manufactured forfFabriqué
pourYoung Dental Wanufacturing 1, LLT,

| Earth City, MO 53045
Canada ; Distr byfpar: Lomas Logistics,

| Mississauga, ON L5L 527

TRIM LINE

NEW AND IMPROVED FORMULA

FORMULE AMELY

i Fr

REE
Gt

+Glllen

MPNO2048787

. Minute-Foam

Topical Fluoride

| Foaming Solution*
Solution moussante
tepigue au fluorure ™

| "{Acidulatad Phosphata Fluorida
Containing 1.23% w/w Fluoride lon)
*(Fluorure de phosphate acigulé

| Contient 7,253 % pip dions deffuorura)

Rx only (in USA)
Sur ardenrance seulement (aux E-U)
| For profassional use only.

Shaka vigorously bafora gach usa.
Kaap from fraszing

| Pour usage professionnd seufsmant,
Secousr ia houtaille vigoursusameant

avant dradministrer fa nro it

Gardiara Fabef du gef

165 g (5.8 0z)

DESCRIPTION: Cral-B Minute-Foarm®is a
flavored agueous foarming solution of
acidulated phosphate sodium fluonde with
an optimized low pH and a fluoride ion
concentration of 1.23% wiw.
ACTIVE/MEDICINAL INGREDIENT: Acidulated
phosphate fluaride {sodium fluonds) 1.23%
wifw fluonidea ion.
INACTIVE/NON-MEDICINAL INGREDIENTS:

| Punfied watsr, poloxamar 407,

cocamidopropyl betaing, xylitol, sucralose,
sodium phosphate monobasic, flavor,

INDICATIONS AND USE: A topically applied
| foaming solution to aid in the prevention of
dental carizs.

WARNINGS: DO NOT SWALLOW. Keep out of
reach of children. In ths svent mora than

| the treatment dose 13 swallowed, administer
calcium (.. milk) and gat madical help or
contact a Poison Control Cantar right away
Pogoid spraying towards open flams.

| Contents under pressure. Do not puncture or
incingrate. Do not expose to heat, Store at
temperatures between 59-86°F (15-30°C)

| faap from freezing.

DOSAGE AND ADMINISTRATION:
Apply foam 1-4 minutas.

| SEE PRODUCT INFORMATION LEAFLET FOR
COMPLETE DETAILS.

| 75074558

Quastions?
1-844-305-0846

Made in LSA

I 655815 2950344 Rev 102014

\
|

G _I)

ORAL B MINUTE-FOAM BUBBLE GUM

sodium fluoride solution

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:0273-0345

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength

SODIUM FLUORIDE (UNII: 82YQ1474W7) (FLUORIDE ION - UNII:Q80VPU4080) FLUORIDE ION 123 mg inlg




Inactive Ingredients

Ingredient Name Strength
WATER (UNIl: 059QFOKOOR)
POLOXAMER 407 (UNII: TUF2IVW3M2)
COCAMIDOPROPYL BETAINE (UNIl: 50CF3011KX)
XYLITOL (UNII: VCQO06KQLE)
SUCRALOSE (UNII: 96K6UQ3ZD4)
SODIUM PHOSPHATE, MONOBASIC (UNII: 3980JIH2SW)

Product Characteristics

Color Score
Shape Size
Flavor BUBBLE GUM Imprint Code
Contains
Packaging
# Item Code Package Description L ) B MeRernaEnc
Date Date
1 NDC:0273-0345- 165 g in 1 BOTTLE; Type 0: Not a Combination 11/23/2014
06 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
unapproved drug
other 11/23/2014
ORAL B MINUTE-FOAM MELLOW MINT
sodium fluoride solution
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:0273-0341
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
SODIUM FLUORIDE (UNII: 82YQ1474W7) (FLUORIDE ION - UNI:Q80VPU4080) FLUORIDE ION 12.3mg inlg
Inactive Ingredients
Ingredient Name Strength

WATER (UNIl: 059QF0KOO0R)



POLOXAMER 407 (UNII: TUF2IVW3M2)
COCAMIDOPROPYL BETAINE (UNIl: 50CF3011KX)
XYLITOL (UNIl: VCQO06KQ1E)

SUCRALOSE (UNII: 96K6UQ3ZD4)

SODIUM PHOSPHATE, MONOBASIC (UNII: 3980JIH2SW)

Product Characteristics

Color Score
Shape Size
Flavor MINT Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0273-0341- 165 g in 1 BOTTLE; Type 0: Not a Combination 11/23/2014
06 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
unapproved drug
other 11/23/2014
ORAL B MINUTE-FOAM ORANGE-A-TANGY
sodium fluoride solution
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:0273-0342
Route of Administration ORAL
Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SODIUM FLUORIDE (UNII: 82YQ1474W7) (FLUORIDE ION - UNI:Q80VPU4080) FLUORIDE ION 123 mg inlg
Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 059QFO0KOOR)

POLOXAMER 407 (UNII: TUF2IVW3M2)
COCAMIDOPROPYL BETAINE (UNIl: 50CF3011KX)
XYLITOL (UNIl: VCQO06KQ1E)

SUCRALOSE (UNIl: 96K6UQ3Z D4)



SODIUM PHOSPHATE, MONOBASIC (UNII: 3980JIH2SW)

Product Characteristics

Color Score
Shape Size
Flavor ORANGE Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:0273- 165 g in 1 BOTTLE; Type 1: Convenience Kit of Co-
1 0342-06 Package LU A
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
unapproved drug
other 11/23/2014
ORAL B MINUTE-FOAM STRAWBERRY
sodium fluoride solution
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:0273-0346
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
SODIUM FLUORIDE (UNII: 8ZYQ1474W7) (FLUORIDE ION - UNI:Q80VPU4080) FLUORIDE ION 12.3mg inlg
Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 059QFOKOOR)

POLOXAMER 407 (UNII: TUF2IVW3M2)
COCAMIDOPROPYL BETAINE (UNIl: 50CF3011KX)
XYLITOL (UNIl: VCQO06KQ1E)

SUCRALOSE (UNIl: 96K6UQ3Z D4)

SODIUM PHOSPHATE, MONOBASIC (UNII: 3980JIH2SW)



Product Characteristics

Color Score
Shape Size
Flavor STRAWBERRY Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0273-0346- 165 g in 1 BOTTLE; Type 0: Not a Combination 11/23/2014
06 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
unapproved drug
other 11/23/2014
ORAL B MINUTE-FOAM GRAPE
sodium fluoride solution
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:0273-0347
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength

SODIUM FLUORIDE (UNIIl: 82YQ1474W?7) (FLUORIDE ION - UNII:Q80VPU4080) FLUORIDE ION

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QFOKOOR)
POLOXAMER 407 (UNII: TUF2IVW3M2)
COCAMIDOPROPYL BETAINE (UNIl: 50CF3011KX)
XYLITOL (UNIIl: VCQOO06KQ1E)
SUCRALOSE (UNII: 96K6UQ3ZD4)
SODIUM PHOSPHATE, MONOBASIC (UNIIl: 3980JIH2SW)

Product Characteristics
Color Score
Shape Size

12.3mg inlg

Strength



Flavor GRAPE Imprint Code

Contains
Packaging
# Item Code Package Description Marketing Start  Marketing End
Date Date
1 NDC:0273-0347- 165 g in 1 BOTTLE; Type 0: Not a Combination 11/23/2014
06 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
VITETSIENEE) QY 11/23/2014 01/23/2018

other
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