ORAL B NEUTRACARE MINT MENTHE- 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 NeutraCare

Inactives

Purified water, carboxymethylcellulose sodium, spearmint oil, sucralose, phosphoric
acid,sodium hydroxide.

Indication and Usage
A once daily topical neutral aqueous solution for the prevention of dental caries.

After brushing with dentifrice, apply a thin ribbon of the formulation to teeth for at leastl
minute using a toothbrush.Expectorate and do not eat, drink or rinse for at least 30
minutes.

Warnings

DO NOT SWALLOW. Keep outof reach of children.If more than used for treatment
isswallowed, administer calcium(e.g. milk) and get medical help orcontact a Poison
Control Centerright away. For professional use only.

Package Label
Product Label



94.20mm

NDC 0273-0241-22  NPN 02248311

NeutraCaree

Home Topical Treatment
(1.1% wiw Neutral Sodium
Fluoride]

Traiterment topigue
pour usage a domicile

(Auorure de sodium
neutrea 1,1 % p/p)

Rx only (in USA)
Sur ordonnance seulement (aux E-U)

MINT
MENTHE

I
Net Wt 57 g (2 0z)
75074570

Description: Cral-B Nz traCare® Home Topi cal Treatment is a.1.1%
swifer pewttral sodium fluoride agueous solution, This is not a dentifrice,
ActiveMedicinal ingredient: Sodium Fluoride 1.196 w
[0.5%% or 5066 ppr fluoride ion)
Inac thveNonamedicinal Ingredients: Purified water, carborgmrethy|
cellulose sodiun, spearmintoil, sucralose, phosphotic acid, sdium
Frydrced de.
Indications and Use: A onee daiby opical neotral aqueous solution for
the preve rtion of deral caries.
Wamings: DO NOT SWALLOW. Keep out of reach of children.
If rrite thar used for reatmernt is swallowed, adrinister caleiun (2.8
milkjand get mmedical belpor contact a Foison Control Center right
away. For professional use only:

and Advrinistration: Adults and childien 6 year andover,
» Use daily after normal brushing and fossivg, preferably at bedtime,
= Apply a thin ribbon of teatrment toteethwith a toothbrush and e ae
in place for ane minue. » BXpecorae:
DO NCT SWALLOWY, » Oo not eat or drink for atleast 30 minutes
aferwrards, except childen 6 to 18 years who should finse mouth
thoroughly after use.
Children under 12 years: » Should use this product only under adult
sUpetvision 10 prevent swallowing,
Description : Le traiteme nt topigue pour usage & domicike. Oral-B
MeutraCae@est une wolution agueuse de fluone dz sodiom neute
a 1,1 % pp. Ce produit nizst pas un detifrice.
Ingédient ac tif s medicamendau : Fluorure de sodium 41,1 % pp
[05 2% dions de fluonre ou 5066 pprm dhons de fluomre).
= s inactils ” nonmedi 1 Eau purifiée, sodium de
cellulose catongyrréttedique, huile de menthe vere, sucralos, ande
phosphorique, bydoide de sodiurm.
Indications etmode dierrploi : Appliquer ure is par our la soltion
aqUELEE NEUTE pOUr pIEVENIT |a care dentaire.
Misesen garde 1 NE PAS AVALER. Tenir hos de b poriée des enfants.
En mas d'irgestion d'un quantie suprieurs i la quantie
tecommandge, donner du caldum (du lait parexemple)et consuler
sars dElai un mmédenin ouUn centre antipoison. Résene & un usage
pioifessicnne]
Posologie et administiation : Adutes etenfarts de Gans et plus
= Litiliser chague jour aprés la mutine habituelle du biossage des dents
etde ["uilisation de la soie dermaire, idéalement au coucher
= Appliguer ur mince filet de produit sur s dents & faide de la biosse
i dents et faiser agir durant ure minute. » Cracher.
ME PAS BALER. ® M pas boire pi marger durart au moirs
30minute s apte s avor Utiliss e produit, exce ption fate des enfants de
& ans & 18an: qui doivent s rincer |a bouche soigneuse ment aprés
utlisation. Enfants de mains de 12 ane
= Lesenfants de moine de 12 ane doivent wilizzr ce produit soue la
supervision dun adulte poure rmp@cher qutils re |"avalernt
USA/E-U: Manufachured forFabiqus pour
“oung Dental Manufacturing 1, LLC, Earth City, b0 6204 &
Canada: Distr. By/fpar. Lomas Logistios iissiszauga, O LAL 627
SEE PRODUCT INFORMATION LEAFLET FOR COMPLETE DETAILS.
FOUR PLS DE DETAILS, COMSULT ER LA NOTICE
[PACCOMPAGRERENT DU PRODUIT.
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ORAL B NEUTRACARE MINT MENTHE

sodium fluoride solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

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

Item Code (Source)

NDC:0273-0241

Basis of Strength Strength

FLUORIDE ION

0.5mg inlg




Inactive Ingredients

Ingredient Name Strength
WATER (UNIl: 059QFOKOOR)
CARBOXYMETHYLCELLULOSE SODIUM (UNII: K6790BS311)
SPEARMINT OIL (UNIl: C3M81465G5)
SUCRALOSE (UNII: 96K6UQ3ZD4)
PHOSPHORIC ACID (UNII: E4GA8884NN)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Product Characteristics

Color Score
Shape Size
Flavor SPEARMINT Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0273-0241- 57 g in 1 TUBE; Type 0: Not a Combination 11/23/2014
22 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
unapproved drug 11/23/2014
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